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P-ROGCGEEDI-NGS
(9:00 a.m)

DR MONSEES: Good norni ng. Wl conme to
the National Mammography Quality Assurance Advisory
Conm ttee Meeting. The first item on the agenda is
for Dr. Finder to nake sone statenents.

DR, FI NDER I'"'m going to be reading the
Conflict of Interest Statenent.

The fol |l owi ng announcenent addr esses
conflict of interest 1issues associated wth this
neeting and is nade a part of the record to preclude
even the appearance of any inpropriety.

To determne if any conflict existed, the
agency reviewed the submtted agenda and all financia
interest reported by the conmttee participants. The
conflict of i nt erest statutes prohibits special
Covernnment enpl oyees from participating in matters
that could affect their or their enployer's financia
i nterest.

However, the agency has determ ned that
participation of certain nmenbers and consultants the

need for whose services outweighs the potenti al
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conflict of interest involved is in the best interest
of the CGovernnent.

Ther ef or e, wai ver s permtting full
participation in general matters that cone before the
comm ttee have been granted for certain participants
because of their professional affiliations or their
financial involvenents with organizations that could
be affected by the conmmttee' s deliberations.

These i ndi vi dual s are Drs. Bar bar a
Monsees, Pet er Denpsey, Hel en  Mendel son, Kanbi z
Dowl at, Robert N shikawa, Any Lee, Debra |keda, and
Donal d  Young, Ms. Patricia Hawkins, Ms. Nancy
El | i ngson, M. M chael Mobl ey, and M. Robert
Pizzutiello.

Qut of an abundance of caution we have
also limted D. Dowat's, Dr. N shikawa's, Dr.
| keda' s, and M. Pizzutiello's participation in
equi pnrent standards because of their involvenent with
manmogr aphy devi ces.

They are allowed to discuss mamography
technologies including digital devices as well as talk

about their observations and experiences wth these
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products. However, they nust refrain from voting on
speci fic equi pnment standards.

M. Pizzutiello nust also refrain from
those  discussions i nvol vi ng 2002 criteria and
eval uati on of personnel conpetency. Copies of the
wai vers may be obtained from the agency's freedom of
information office, Room 12A-15 of the Parkl awn
Bui | di ng.

Several of our nenbers and consultants
have al so reported that they received conpensation for
| ectures they have given or wll give on mamography
rel ated topics. However, they have affirnmed that
these lectures were offered because of their expertise
in the subject matter and not because of their
menbership on the commttee.

In the event that the discussions involve
any other matters not already on the agenda in which
an FDA participant has a financial interest. The
participant should excuse him or herself from such
i nvol vement and the exclusion will be noted for the
record.

Wth respect to all other participants we
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ask in the interest of fairness that all persons
making statenents or presentations disclose any
current or previous financi al i nvol venent W th
accreditation bodi es, states doi ng manmogr aphy
i nspections under contract to FDA, certifying bodies,
nobile units, br east i npl ant i magi ng, consuner
conpl ai nts, and mammogr aphy equi pnent.

DR. MONSEES: Thank you. W have sone new

panel nmenbers so | would like to just briefly have
peopl e introduce thenselves. "Il start with nyself.

" m Barbara Monsees. |'m a radiologist at Washi ngton
University Medical Center in St. Louis. We'll start

at this end of the table, please.

M5. BROMWN-DAVIS: |'m Carol yn Brown-Davi s.

I"mthe Executive Director --

DR MONSEES: Could you speak into the
m cr ophone?

M5.  BROMN DAVI S Ch, |'m sorry. ['m
Carol yn Brown-Davi s. I'"'m the Executive Director of
Breast Cancer Resource Conmttee, advocacy group for
African- Anerican wonen with breast cancer.

DR DONAT: |'m Kanbiz Dow at. I'"'m a

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

surgeon at Rush Presbyterian St. Luke's Medical Center
i n Chi cago.

MR MOBLEY: I"'m M ke Mobley. ["m the
retired director of D vision of Radiological Health in
Tennessee and a private consul tant now.

DR MENDELSON: I"m Ell en Mendel son. [ m
a radiologist in practice in Pittsburgh at the Wstern
Pennsyl vani a Hospital .

M5. HAWKI NS: |"m Patricia Hawkins. [''m
wi th the Cklahoma State Departnent of Health.

DR FI NDER I"m Charles Finder. I'"m a
radiologist and the Executive Secretary of this
comm ttee.

DR | KEDA: |"m Debra |keda. ['"'m a
radi ol ogist at Stanford University Medical Center and
Director of Breast |maging.

DR YOUNG |I'mDon Young. |I'ma clinica
professor of radiology at the University of |owa
Col l ege of Medicine where | direct the Breast |naging
and Di agnostic Center.

DR NI SH KAWA: |"m Bob N shikawa and |'m

a Medi cal Physicist University of Chicago.
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DR LEE: I"'m Any Lee. | used to be a
OB/ GYN but |I'm a current Program Director of a Master

Public Heal th Program

M5. ELLI NGSON: " m Nancy ElIlingson. [''m
from Al buguerque, New Mexico. | work for the Anerican
Society of Radiologic Technologists and | am a
manmogr apher .

MR Pl ZZUTI ELLO. Bob Pizzutiello. I"m a

nmedi cal physicist in private practice in Rochester,
New Yor k.

DR, MONSEES:. Thank you. Do you have any
comments on alternative standard requests or any other
business at this tinme?

DR FI NDER No. Basically to say that
since the January neeting the division has not
approved any alternative standards so we are done wth
t hat session.

DR, MONSEES: W'll nove on then to the
open public hearing segnent this norning. I
under stand we have a public speaker.

DR FINDER  Dr. Destouet.

DR MONSEES: W now know who you are.
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State your full nanme and say who you are representing,
pl ease.

DR FI NDER: And also if you could spell
it for the transcriptionist.

DR MONSEES: Right.

DR DESTOUET: Good norning, Madam Chair
and commttee nenbers. M nane is Judy Destouet, D E
S T OUET. I"'m representing the ACR Anerican
Col | ege of Radi ol ogy.

I'"'m here to addr ess t he per sonnel
conpetency issue under MBA. M nane is Judy Destouet
and I'm a private practice radiologist in a large
group in the Baltinore area. | have over 20 years of
experience in nmamography and currently interpret
approxi mately 2,000 manmmograns every nonth.

My practice per f or med over 100, 000
mammograns in 1999. On Cctober 1st of this year |
will take over the chair of the Anerican College of
Radi ol ogy' s conm ttee on nmanmography accreditation.

Should the FDA be |ooking at t he
conpet ency of individual physicians, technol ogists and

medi cal physicists in addition to the required

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

12

qualifications, continuing education, and experience
outlined in the regul ati ons.

| believe that this is a very unsettled
area and one that should be considered very carefully.

H gh quality mammography is dependent on a nunber of
different inportant interrelated factors wthin a
facility.

Can you hear ne?

DR MONSEES:. Yes.

DR. DESTOUET: They i ncl ude t he
manmogr aphy  equi pnent and film screen processor
syst ens, appropri ate use of quality assur ance
processes to nonitor equi pnent performance, as well as
the performance of i ndividuals who conduct or
interpret the exam nations.

MXSA appropriately pl aced t he
responsibility on the facility rather than the
individual to ensure that standards which incorporate
all elements of the system are nmet and high quality
manmogr aphy is denonstrated through accreditation and
certification.

Accreditation failure 1is frequently a
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result of a nunber of problens within the mamography
system rather than a problemwith a single el enent of
that system However, just because a certain el enent
is not functioning well in one facility does not nean
that it does not function well as part of another
facility.

For exanpl e, a technol ogi st may  be
enployed at nultiple sites. At one site her
manmogr aphy positioning technique nay be sub-optinal
but the radiologists are unwilling to accept poor
quality positioning and provide feedback to that
technol ogi st so that she may i nprove.

The facilities expectations are high and
good quality is provided. However, at another
facility where the technol ogist works, the situation
may differ. The radiologist my not have the sane
hi gh expectations for quality work or may not have a
system in place in which to provide feedback to the
technol ogi st on her positioning. The quality of work
perfornmed at this facility consequently suffers.

I am also very concerned about the

possibility of wutilizing the nedical outcones audit
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data required under the FDA's regul ations as a neasure
of an individual radiol ogist perfornmance.

The regul ations state that, "Each facility
shall establish and maintain a mamography nedical
outconmes audit program to follow up positive
manmogr aphi ¢ assessnents and to correl ate pathol ogy
results with the interpreting physicians findings.
This program shall be designed to ensure the
reliability, clarity, and accuracy of t he
interpretations of mammograns.”

The nedical audit is intended to be used
as a quality assurance took within a facility, not as
a performance assessnment tool of the facility.
Medi cal outcone audits are fraught with problens that
make conparison of results anong different facilities
and even anong physicians within a facility difficult
and unreliable.

First, there is the issue of statistics.
Many facilities use radiologists enployed in Ilarge
groups simlar to mne. The nunber of patient
exam nations interpreted by an individual radiologist

in a facility may be extrenmely low, particularly if
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you have such specialists such as neuroradiol ogists or
i nterventional radiologists doi ng mammogr aphy readi ng.

Al though the total nunber of exam nations
that the group interprets may be high, outcone audit

statistics are inherently unreliable at |ow nunbers.

Facilities do not al | serve the sane patient
denogr aphi cs. Sone facilities may only do screening
exam nati ons. Some may also perform diagnostic

exam nations on difficult problemsolving patients.

Some may only serve ol der patients of high
risk. Some may cater to a younger popul ation of |ower
risk. Sone may only accept a certain type of paynent
or insurance that may also skew the risk factors of
t he popul ati on.

Facilities are currently collecting audit
data as a part of a peer review process with the
promse from the FDA and state inspectors that the
information wll remain confidential. Wthout this
protection facilities and radiologists could be
notivated to avoid difficult cases and in sone
situations avoi d mammogr aphy conpl etely.

Due to the lack of comon definitions and
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public wunderstanding of the statistics, sharing the
audit data wth others outside the facility may
produce undesirable and unwarranted results.

For exanple, the nedical audit could
potentially be used as a basis for patients or third-
party payers to sel ect manmography providers. Yet, no
nati onal database exist in order to provide benchmarks
or even conparisons so such decisions would be
unjustified.

The ACR has devel oped a nat i onal
manmogr aphy dat abase program and will begin accepting
data later this year with the goal of analyzing in an
aggregate manner the success of br east cancer
screeni ng and i dentifying trends and regi onal
variations across differing patient popul ations.

Utimately this data wll allow us to
better wunderstand individual risk and other critical
el enents of this devastating disease. Submtting data
will be voluntary. However, if physicians believe
this data will be used to rank them or even elimnate
them from interpreting nmamography, they wll not

participate and we wll lose the potential benefit
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this data provides.

Unfortunately, with the publicity and fear
surroundi ng breast cancer, wonen's expectations of
manmogr aphy are unreasonably high. Mamography is the
best screening tool available today. But we nust keep
in mnd that 10 to 15 percent of breast cancers wll
be m ssed even in the best of circunstances.

Finally, no other area of nedicine is
scrutinized and regulated the way mammography is. W
all believe that this has had a very positive effect
on breast cancer detection. In fact, it is only
because we are so far out in front of the rest of
medicine that we could even consider having this
di scussi on of individual conpetency.

The ACR wll <continue to pursue the
devel opnent of a national database and a self-
assessnent examnation to support the inprovenent of
manmogr aphi ¢ i nterpretation.

If MXBA is used to neasure personnel
conpetency, the result could be the «closing of
manmography facilities. Even wunder the best of

circunstances in a high volune practice like mne
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manmogr aphy is considered a "l ost |eader."”

This very action could conceivably harm
the wonen this law is intended to benefit by limting
their access to mamography. Thank you.

DR. MONSEES: Thank you. This topic, Dr.
Destouet, is on the agenda for right after the |unch
hour break. | hope you can stay if the panelists have
questions of you at that tinme and if you would like to
add to the discussion

DR DESTOUET: Thank you.

DR. MONSEES: Do we have any ot her nenbers
to -- I'"'msorry, open discussion at this point?

DR FINDER Well, | have two letters that
have been received. The people wanted these letters
to be read into the public session so let ne do that.

I"'mgoing to read the bulk of the letters.

The first one is from Dr. Peter Denpsey
who is a nmenber of this commttee but couldn't nake it
to this neeting. He wites:

"Since August of 1987 when the Anerican
Col | ege of Radiol ogy began their voluntary Mamography

Accreditation Program there have been a nunber of
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accreditation pr ogr ans est abl i shed relating to
manmogr aphy, breast ultrasound, stereotactic and other
i mage gui ded breast biopsy systens.

The only nandatory program of course, is
that relating to having FDA certification of all x-ray
manmogr aphy sites as required by the MXA | egislation

of 1992. Al of these prograns relate to machi nes and

sites and NOT to the conpetency of physicians involved
in these procedures.

The growing trend in this country for
mandatory recertification of physicians, however, has
brought this question into a place of greater focus
and interest.

The American Board of Radiology, the
Amer i can Col | ege of Radi ol ogy, state nmedi ca
societies, and now the FDA seem interested and yet
per pl exed on how this is to be carried out (if at all)
for breast inmaging.

The organi zation nost interested and
i ndeed best equipped to deal with this question is the
American Board of Radiology, the body which grants

initial specialty certification for radiologists,
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grants certification of addi ti onal subspecial ly
conpetence in certain areas (eg. pediatric radiology),
and which now is pondering the overall problem of
mandatory, periodic recertification.

Being heavily involved in the Anerican
Board of Radiology Oral Board Exami nation for the past
eight years and nore recently serving on the FDA
NMQAAC, | honestly believe that the last thing the FDA
wants to do or should do is to get enbroiled in this
facet of physician practice.

At this juncture | believe that it would
be productive, however, to convene a neeting involving
the FDA, the ABR, and the ACR for purposes of mnutua
education and goal planning in which there would be no
duplication of effort or, worse still, working at
cross purposes to achieve the ultinmate goal which
would be a fair and objective neasurenent of a
physician's skill in this wvery critical area of
nmedi cal practice.

For exanple, the ACR and its subsidiary
group, the Society of Breast |nmaging, have conducted

practice conpetency examnations at many nationa
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meetings and could share this data. The ABR could
gi ve the nost conprehensive overview of its experience
in annual "mass testing” in an objective way wth
i ntense, verifiable oversight.

Does the public deserve assurance of
conpet ence? O course, but it is ironic that at
present breast imaging is carried out under the weight
of t he nost conpl i cat ed, costly regul ati ons
acconpanied by the nobst draconian penalties for
alleged transgressions than the field of cardiac
transplantation or any other field of medi cal
practice, for that matter. There is clearly somnething
wong wth this picture!!

Breast imaging is an extrenely conplex
field with differing approaches to seem ngly the sane
problem all of which my be legitinmte. Sone
physicians nmay choose to read only "screening"
manmograns while others nmay want to do "screening" as
wel | as "diagnostic."

As the field of MR of the breast
progresses, will one have to be a mammographer to read

these, or could soneone trained in body inmging be
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conpetent as well? These are a few of the vexing
guestions which nust be faced at sone point by one or
nore of the above-nanmed organizations. | say again,
however, that in ny opinion the FDA should NOT be the
certifying body in this area.”

The second letter is fromDr. Carl D Osi
who is Professor and Vice Chairman of D agnostic
Radi ol ogy at U. Mass. Menorial. He goes on to say
that he couldn't attend the neeting al so and:

"There are already many safeguards in
pl ace that addr ess conpet ency in manmogr aphi c
interpretation. All residents who were board
certified in radiology for the past ten years had to
pass a rigorous witten test and oral test which
i ncluded all facets of nmammography.

In addition, this issue is again addressed
in t he FDA regul ations requiring interpreting
physicians to read at |east 540 mammograns per year
and obtain 15 hours of CMVE credit every three years.

There is also the provision that requires
portions of this CVE credit to be in any new nodality

that a physician uses when practicing breast inmaging
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and interventional procedures. This, of course, is in
addition to the other FDA regulations pertaining to
technol ogi sts and equi pnment. Certainly manmography is
the nost regul ated area in nedici ne today.

Wiile it seens attractive to give sone
sort of "test" to evaluate conpetency it is not that
si mpl e. It is extrenely difficult and tinme consum ng
to prepare an exam that nust be given to a |large
nunber of individuals (there are about 20, 000
physi cians who currently interpret mamography).

This exam nust ensure that what is tested
relates to quality interpretation which is an
extrenely daunting task that could easily take years
to acconplish. This is especially true if we are
using it to exclude physicians from interpreting
manmography which is altering their job on an
i nvol untary basi s.

| can predict that many physicians woul d
happily not interpret mamography if they were forced
to take such an exam even if it was one that was
determned to be fair and equitable. The regul ations

and poor reinbursenment for mamography already have
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caused individuals to seriously consider abandoning
manmogr aphy.

Expansion of requirenents for the nedical
audit for both facilities and physicians is also
fraught with significant problens. The regul ations
define at present what should be collected for nedical
audi t. This is basically the PPV-3 for the facility
and i ndi vidual reader.

Even this presents difficulty due to the
great variation in mamography practices and the great
potential to msinterpret the data. For exanple, an
individual or facility mght show a PPV-3 of 50 or 60
percent which neans that nore than half of the tine
that individual or facility recommends a surgica
bi opsy based on a mammographic finding nmalignancy is
f ound.

Wiile on the surface this nmay seem to be
nore desirable than a PPV-3 of 30 percent, this may
not be the case. For exanple, the stage of disease
found for the fornmer PPV-3 may be nore advanced so
only nore obvious findings go for biopsy, thus

potentially increasing fal se negative exans.
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O an individual wth a high PPV-3 may
have only recomended 8-10 cases for biopsy and this
nunber is then neaningless. Renenber that the rate of
mal i gnancy per 1000 wonen examned is at nost 4-
5/ 1000. One practice mght have a predom nance of
young wonen with a low prior probability of malignancy
which would result in a totally justifiable | ower PPV-
3 then one that is dealing with a population in their
60's or 70's. These problens outlined above are
magni fied even nore if we regulate fal se negatives and
sensitivity.

It is extrenely distressing to ne to hear
that sonme individual states are wusing their states
rights' authority to subtly, and perhaps not so
subtly, initiate conpetency requirenents.

In these circunstances | strongly fee
that the FDA nust exercise their right to have states
clearly denonstrate a direct connection between
interpretive i mpr ovenent and t he addi t i onal
regul ations they require."

Again, we wll be discussing this this

af t er noon.
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DR MONSEES: Thank vyou. Ckay. W are
going to nove on then to the next agenda itemwhich is
FDA oversight of MXSA inspectors and inspections.
Wul d you like to introduce that?

DR FI NDER: Yes. Angela dingerman from
our | nspection Support Branch will be speaki ng.

DR. MONSEES: Thank you. Good nor ni ng.

MS. CLINGERVAN.  Good norning. M/ nane is
Angie dingerman from the Inspection Support Branch,
Manmmogr aphy Di vi si on.

DR MONSEES: Can you put the m crophone
up just a little higher or speak a little |ouder?
Thank you.

V5. CLI NGERVAN: My presentation today is
about the MXA Inspector Program As you may recall

under MXBA, FDA certified inspectors conduct the

nearly 10,000 annual i nspections of manmogr aphy
facilities. These inspectors are both FDA and State
enpl oyees.

Currently, FDA has a trained cadre of 260
i nspect ors. These i ncl ude: 216 state inspectors

under contract with FDA, 31 FDA inspectors; and 13
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i nspectors under the States as Certifiers program

To becone a certified MBA inspector,
candi dates for inspector training need to neet m ninmum
requi renents established by FDA. These i ncl ude:

A Bachel or's degree in Radi ol ogi c
Technol ogy, or nmmjor in physics, or another najor but
with at least 30 senester hours of science at the
col | ege | evel.

Two years experience in di agnosti c
radi ol ogy or radi ol ogi cal heal t h wor k pl us
certification by the American Registry of Radiologic
Technol ogi st s, or general or unrestricted State
I'icensure to practice di agnosti c radi ol ogi c
technol ogy, or an Associate's degree in science, or at
least two years of <college level courses, wth at
| east 16 senester hours in science.

To becone certified, a candidate needs to
undergo FDA training. This training includes three
t wo- week hands-on training sessions devel oped by FDA

Course 1 covers the production and properties of
radi ation, biological effects and neasurenents and

ot her fundanental concepts in radiation physics.
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Course 2 covers the basic pati ent
manmmogr aphy exam nati on, nmammography machines, film
processing and quality assurance procedures specific
t o mamogr aphy.

| should also nention that between course
2 and 3 it is recommended that the inspector acconpany
a certified inspector on 2 nentored inspections.

Course 3 covers the specific protocols
that are used by certified State and FDA inspectors
perform ng MXA inspections. To successfully conplete
this training, the candidate nust receive at least a
70 percent score.

Once a candidate successfully conpletes
the required training and acconpanies a certified
inspector on two nore nentored inspections, FDA
certifies them To maintain their certification, an
i nspector nust: acquire 15 continuing education units
within 36 nonths; perform 24 inspections in a 24-nonth
period; undergo a yearly audit in which an FDA Auditor
nonitors the inspector's performance during an
i nspecti on.

An addi ti onal t ool used to assess
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performance is the evaluation of the inspector's
records.

All of the elenments that | just presented
are packaged wunder the MXBA |Inspector Quality
Assurance Program W initiated this program in 1995
wth the primary goal of providing support to our
inspectors to ensure that MXA inspections are of the
hi ghest quality.

Secondary goals of the program include
conplaint resolution, providing continuing education
and experience, and obtaining feedback and data from
various sources to continually inprove FDA's training
and inspection prograns.

FDA recei ves peri odi c i nformation
regarding inspector performance from a variety of
sources. For exanple, letters or tel ephone calls from
facilities or other sources; reports from FDA's toll-
free facility information tel ephone Iine and audits.

DVORP has an est abl i shed St andard
Qperation Procedure to follow up on inspector issues

DMORP records the issue; contacts the field and the

State Program Manager of the FDA Supervisor to discuss
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the alleged problem and follows up wth witten
docunentation to the group and acknow edges the
conpl ai nant .

The State Program  Cont act or FDA
Supervisor wll investigate and provide DMQRP wth
witten docunentation of their findings; consult wth
the field and DMQRP regarding the appropriate course
of action; communicate directly with the inspector,
and notify the conplainant, DMQRP, and the field in
writing about t he i nvestigation and pr oposed
resol ution.

As | previously nentioned, the primry
goal of the Inspector Quality Assurance Programis to
support our inspectors. This support includes: The
MXA | nspector Hel p Desk; Policy Guidance Hel p System
Manmography web site; all hand e-mails; and MXBA
Audi t ors/ Ment ors.

| hope ny presentation gave you a brief
overview of FDA's efforts to select and train a
profici ent cadre of i nspectors and to ensure
consistent and quality perfornance. W would like to

hear comments or suggestions fromthe Commttee.
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DR MONSEES: Thank you very nuch. I

think we probably will. | would like to open this for
a discussion for the panel. | think this is an
inmportant subject and |'ve heard and experienced

nyself sone unpleasantness during inspection and
guestions have been raised to nme about what type of
feedback the FDA gets regarding the conduct of the
i nspectors, their conpetency, their wllingness to
cooperate with the facility, how polite they are, etc.

Recently |'ve asked what kind of feedback
is routinely gained from each inspection. | just
sketched in the outline here it seens to nme that the
only feedback necessarily froma facility is if there
is a particular conplaint rather than on a routine
basi s.

I would like to hear opinions, perhaps
peopl e who have participated in inspections or heard
from people in the community regardi ng inspections and
perhaps sone suggestions that the FDA mght like to
hear regarding what they can do to further inprove
this process.

Do | have anybody that wants to conmment on
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this fromthe panel? Yes, please. Wen you coment,
state your nane and then go ahead and comment for the
record.

M5. ELLI NGSON: Nancy ElIingson. I talk
t o manmographers on a daily basis. They seemto think
we're the clearinghouse for all questions and
sonetines | say, "Call the hotline," and they say, "I
did." Sonetines they say that we maybe should cal
you.

There seens to be sone question and | have
passed this along to Stephanie Bellela at tines or
whoever | think mght be interested only as an
i nformational thing. It may be msinterpreted by the
time | get it and | try to pass it on.

Questions that an inspector will say, "I
can't accept this continuing education because it's
not Category A." | hear that often enough that it may
be a msinterpretation because the law, in fact,
addresses that, it does not have to be Category A for
technol ogi sts. Category A and B is a function of ARRT
and that is not witten into the | aw

That is sonething | hear enough that it
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may be, you know, a problem because they call us and
say, "I showed them the printout which one of the
gui dance docunents says is an acceptable docunent and
they are not accepting it because that, that, or the
other thing." That is sonething that is a consistent
problemand | just wanted to add that.

DR MONSEES: Are you bringing this up to
state that perhaps sone of the inspectors are
m si nfornmed?  Ckay. Do the individuals who conme to
you feel that they know what their recourse is if they
feel that they have been incorrectly cited?

M5.  ELLI NGSON: Vell, | generally point
out . It actually was addressed by Cathy Akey on the
FDA tel econference, this particular question, and that
it is witten into the guidance that the CVA for
physicians nust be Category 1 but that CE for
technol ogi sts only nust be docunentable but it does
not say that it nust be approved by one of the
agencies to make it Category A

| thought that was maybe worth nmentioning
because it cones up fairly often. Not as much as it

did at first.
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DR MONSEES: That's a very specific
comment. | think what we would like to introduce here
is a broader discussion perhaps. This is an inportant
one but | think it gets to one of the inportant things
and that is the inspectors don't always know all of
the answers. They do have sone support as outlined in

this presentation

The question IS do the facilities
understand what their recourse is. Do they know how
to approach the inspectors. O course they nmay feel

intimdated about speaking back and rightly so. The
state may only have a few inspectors and they can
inspect that sane inspector in their facility next
year.

| think that one of the suggestions that
I'd like to nmake, and | would |ike to hear panel
menbers, is that there be feedback basically on every
i nspecti on.

Since there is already a |ot of paperwork
in place, | would like to see every single facility
given a survey at the end. Maybe they could e-mail it

directly in or they could muil it in on every
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i nspection regarding the conpetency of the person who
was t here.

The fairness and whether or not they
respected the facility's ability to see patients at
the sanme tine and various other issues. | think that
woul d be hel pful because | think that being they are
only asking for conplaints, | don't think they really
get full nmeasure of what's going on out there.

Yes. I'll start with M. Mobley.

MR MOBLEY: Thank you. M ke Mobl ey. I
can speak from ny experience, particularly in
Tennessee.

| think we've had nmybe the ganmut of
inspector issues in terns of having an inspector that
has received accolades for her work -- | say an
i nspector. | probably should say several of them but
certainly one of themthat | can renenber particularly
recei ving good feedback from a nunber of facilities --
to having an inspector that, | guess, the best way to
characterize was too | enient.

There wasn't a |lot of feedback from

facilities, as | remenber it, when FDA ran the
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statistics. And that's going to be a question | want
to ask of FDA staff is what kind of statistics do they
have on inspector activity?

Because obviously you would expect that if
you've got a 30 percent nonconpliance rate, and |I'm
just throwing that nunber out, that you would find
ever ybody, you know, ar ound t hat 30 per cent
nonconpl i ance rate. You wouldn't have sonebody at
zero and sonebody at 60 percent unless there were sone
real good reasons for that and you would have to | ook
at that.

W' ve al so had the experience of having an
FDA  inspector/auditor t hat created sone rea

difficulties in sone facilities in Tennessee and that

is -- | nmean, you re adding another problem when you
get to that point. That's been our experience in
Tennessee.

The interesting thing as | was sitting

here listening to the presentation and thinking about
this particular issue and preparing for this neeting
is our experience has not been any problens with the

techni cal issues, analysis, or whatever.
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It's been nore the interface alnost on a
person-to-person kind of basis, as well as just in the
general attitude, | guess you would call it, of the
i nspectors doing the inspections.

| wll reiterate ny question. What does
the FDA's data on inspectors show? Do we have
inspectors that never find itens of nonconpliance?
|"musing ny termnology, itens of nonconpliance. And

do we have inspectors that never go to a facility that

don't find an item of nonconpliance? | would just
like to see if they have sone data on that. Thank
you.

DR, MONSEES: (kay. Can we hear from the
FDA on that?

DR BARR Yes. Hi . Dr. Helen Barr,
Deputy Director of DMRP. I wll address your
question in just a nonent before we got too far from
Dr. Monsees' question. This isn't to say that your
idea of feedback on every inspection isn't a very
reasonable one, but just for your know edge we did
conduct a facilities satisfaction survey of facilities

where just such issues as you rai sed were addressed.
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W just hired a contractor to do that
facilities satisfaction survey again under the final
regul ations inspections because the first tine it was
done was still under the interimregs. That does get
to sonme of the issues you raised. Not on an
i nspection-by-inspection basis but it includes the
ki nds of things that you tal ked about.

DR MONSEES: So it's only where a
facility has issued a conplaint?

DR BARR It's a random survey of
facilities throughout the country.

DR FINDER | think the original one done

on the interimregs questioned a 1,000 facilities.

DR BARR | believe that's correct.
DR. FI NDER: Randomy picked 1,000
facilities and asked themto fill out various forns.

O was that a tel ephone interview?
DR BARR No. As | said, you serve your
suggestion but it's just kind of an FYl point.

V5. CLI NGERVAN: As far as the inspectors
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DR MONSEES: Coul d you state your nane?
Speak into the m crophone.

MS.  CLI NGERVAN: Ch, |I'm sorry. Angi e
d i nger man. As the nonconpliance and the percentages
and things like that, we are currently working on a
spread sheet to get that information out for all of
the inspectors. For last fiscal year actually by
state contracts is how we were doing it. Hopeful |y
that will be done in Decenber or January is what we're
hopi ng for.

DR MONSEES: WIl that information be
dissemnated in any way or wll the report be nade
available to the public or interested parties?

M5. CLINGERVAN:  Wien | was talking to the
ORA liaison, what we had thought was to do sonething
with the generic nunbers across the regions but not

specifically for |ike each state.

DR MONSEES: w'll follow up with M.
Mobl ey and then we'll nove to you.

MR MOBLEY: | just would comment that |
think it's a very valuabl e managenent tool. | nean,

what do you do in a state when you're doing Xx-ray
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i nspections or radioactive material inspections. | f

you've got an inspector that never finds an item of

nonconpl i ance, as a program nmanager |'ll |ook at that

and think there nust be a problem here or this

individual just really was lucky in going into these
facilities.
From ny experience that's not the case

There is a problem with that inspector for whatever
reason and you just have to evaluate those. It is
very true much like what we've heard earlier here
relative to radiology, it's very true that you my
have sone specialized inspectors that go into certain
types of facilities and they always find itens of

nonconpl i ance because they are inspecting the nore

varied facilities that have larger prograns or

what ever .

You have to use sone know edge relative to
what types of inspections are being done. But in a
situation wher e you have rel atively uni f orm
inspections for a very what | would call explicitly

defined program you can expect that your inspectors

are going

(202) 234-4433

to find relatively the sane nunber of -- |

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

41

say relatively the same nunber.

They are going to be wthin a certain
range of findings at these facilities. Anybody
outside that range certainly should be evaluated to
some extent. Thank you.

DR MONSEES:. Yes.

DR MENDELSON: El l en Mendel son. Taki ng
into account the comments so far, | do think that Dr.
Monsees' suggestion of a survey to each facility
followng the inspection should be returned to FDA
anonynousl y. | think it would be very inportant.
Many of the inspectors who conme are recurrent. There
are several inspectors for each area and they are
known to the facilities.

| think that there is an elenment of a
personal relationship that is devel oped over the years
and to avoid any kind of possibility of an inpropriety
there in terns of influencing an inspector or any
vindictiveness on the part of the inspector for a
conpl ai nt shoul d be nade outside of this | oop.

The inspector should be notified if there

are conplaints about the type of inspection and survey
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that they are doing, but there should be no nention of
what facility it was. It should be an anonynously
returned survey to nmaintain the appropriate types of
rel ati onshi ps.

A second point is that in, for exanple
the American Board of Radi ol ogy each exam ner receives
a statenment of his or own statistics with respect to
passage and failure of the candi dates. That is set
agai nst the overall. It is done on a subspecialty by
subspecialty basis so that you can see where you fit
inwth the rest of the exam ners as an aggregate.

The training of radiologists | think we

can conpare to the preparation of facilities for this
i nspection. The idea here is not a punitive one.
W want to naeke certain that nmanmography is done as
well as it can be in as many facilities throughout the
country as possible and to nane a range where an
inspector nust fall in terns of passing or failing, |
think, is going to be very difficult.

There will be a lot of i ndi vi dual
vari ation. There may be areas of the country where

geographically an inspector may find only one percent
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of facilities in nonconpliance for various things. 1In
ot her areas the mammography nay not be as good. I
think that we have to be very careful before we start
setting objectives and goal s.

DR. MONSEES: Thank you. Yes.

DR | KEDA: Debra | keda. | know that in
ny part of the country we have been inspected nany,
many tinmes because we have three units and in our area
many facilities are unaware of a process to provide
feedback to the FDA, although there is a way of

providing this information back to the FDA on their

i nspecti on.

Many of the facilities in ny area because
of where | am we have a |I|ot of mamography
facilities. The personnel feel quite intimdated

because there are only a couple inspectors that cone
back every year.

As in human nature they feel intimdated
if you say sonething about the inspector. Then it's
possible they could come back and give you a bad
rating for the next year. |It's just human nature.

It would be reasonable, I t hi nk, to
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provi de perhaps better awareness for the facility that
there is a feedback nechanismto FDA for both good and
bad experi ences.

W do read "Mammography WMatters" when it
comes out and it helps the facilities in general since
we're thinking about the nation, about why facilities
fail, what inspectors have found.

| think if there is a feedback nechanism
back to FDA, it would be very hel pful both to FDA and
to inprove mammography and their ability to provide
good i mages across the nation

DR MONSEES: Yes.

DR. YOUNG Yes. Don Young. | would Iike
to add ny support to the survey. | want to stress
that anonymty is a foundation of this survey. The
few conplaints I|'ve heard have revolved about the

timng of the inspection.

| think we have to be very careful that
continuity of patient is not disrupted by the
i nspection. I've always been a strong advocate of
exam ni ng your exam ner and inspecting the inspector.

DR MONSEES: Dr. Finder, | would like to
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ask you if information or survey information were
given directly to the FDA, how would that work wth
feedback to the states? Wuld the FDA be able to give
feedback to the individual inspectors or to the
i ndi vi dual states or how would vyou contenplate
sonmet hing |ike that woul d work?

DR, FI NDER Vell, we would have to | ook
at all the options but if we have the data, it could
probably be given back to the state or inspectors in
various different ways depending on how we decide
whether it be regions, groups, individuals once we
have t he dat a.

Now, when we do have this data whether we
get a conplaint or a conplinment that is given back
directly to the inspector. W do investigate all
conpl ai nts. W don't necessarily investigate all
conplenents but we do investigate the conplaints to
find out what happened because we do want to get back
to the facility wwth a resolution of their conplaint.

If we're talking about general data that
we woul d get maybe back from a survey, that we haven't

had in the past for each individual inspector so we
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haven't given it back to them If we do have that
data, I'"'m sure it could be delivered back to them in
t hat manner.

DR MONSEES:. Yes.

MR, Pl ZZUTI ELLO  Bob Pizzutiello. | have
had experience wth a nunber of facilities who' ve had
problens wth inspections. None of them were aware
that they had a procedure or recourse.

They called nme and | let them know that
they could do that. They contacted fol ks at FDA and
the process went on from there. The first question I
think that was raised early on was are facilities
aware. | would say in ny experience generally not.

Second is in ternms of the discussion about
a survey, we are all about quality inprovenent, trying
to inprove the quality of what each one of us does.
There isn't a single departnent that |1've ever been in
that has not instituted sonme sort of a regular ongoing
survey of patients comng through the custoner focus,
if you wll, "How are we doi ng?"

| think this quality inprovenent focus

could clearly be extended to the inspectors. It would
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require a little bit of work but it could be seen from
a quality inprovenent perspecti ve, again not a
punitive or a critical perspective.

It's a way for the inspectors to | earn how
they can inprove what they do and for the division to
be able to do a better job wth their 1inspection
program | see that as a very positive step.

| would again echo the coments other
people have said, that the inspector conmunity is
small and it absolutely needs to be confidential.
QO herwi se, people will not be forthcomng with their
coments.

| have a different issue | would like to
raise, and that is perhaps a bit technical but on a
critical 1issue. It has to do with the training of
i nspectors in regards to scoring phantom i mages.

| was recently contacted, in fact, just
this week, by a facility that received a Level 1
citation during inspection for a failure of the
phantom i mage on a very subtle issue which has to do
with the scoring of nmasses and artifacts and was the

mass round and so on.
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In ny capacity wth the American Coll ege
of Radi ology Mammography Accreditation Program we
spend a trenendous anount of time and effort working
with the physics reviewers in +the accreditation
program to try to establish the benchmarks for this
particular scoring pattern, as well as all the scoring
patterns, and it's notoriously difficult.

W work very hard on that. W have
nmet hods  of eval uating our scores of di fferent
reviewers. W have peer review if there's discordance
and so on. | have a concern about a Level 1 violation
that is issued by an inspector on a relatively soft
issue like this in light of this follow ng coment.

In the early days of inspector training
the inspectors were trained in scoring phantom inages
by a nedical physicist who is involved with the
accreditation program and who is an expert in scoring.

I was one of those. However, it's been several years
since any nedical physicist wth that Ilevel of
expertise has been involved in the training of
i nspectors or retraining or evaluating of the program

I have a bit of a concern that the
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inspectors who are out there now nmay not have
benefitted from that kind of expert training. On the

particularly subjective or potentially subjective area

such as scoring the masses, | think this is an area
where the i nspection program could use somne
i nprovenent .

DR MONSEES: Do you have any suggestions
how that could be? Perhaps a double read on sone of
them submtted or do you have any ideas about what
coul d happen?

MR Pl ZZUTI ELLO Yes. I would suggest
two things. First, we have a programin the ACR where
phantom scores that are discordant where you have two
reviewers who disagree are reviewed by a senior
revi ewer. | think there could be a simlar situation
at FDA where there would be a senior expert person who
reviews phantom inmage failures at the Level 1
conpl i ance probl em

There are not very many of these so |
don't think this would be an overwhel m ng task. I
also think in order to do that there needs to be

sonmeone at FDA at that expert level and sonme ability
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to provide training so | would further recommend that
sonmeone at FDA receive sone really in depth training
and that the in depth training from an expert becone
part of the subsequent inspector training program

DR MONSEES: Yes. Any ot her coments?
Go ahead.

MR, MOBLEY: I would just Ilike further
conment s. | agree that | think the program has to be
seen to ne as a support activity for inspectors to
inprove their inspections and their interface with the
inspected facilities.

One of the things that we have done in the
past in Tennessee is as we evaluate our inspectors
activities is every quarter we put out a notice to the
i nspect ors. It just goes out to the inspectors and
their managenent that tells the results of the
previous quarter, the nunbers of inspections that the
i nspector did, and the rates of nonconpliance found.

It's broken down on dental inspections and
different levels of inspections because you expect to
find different levels of nonconpliance for different

types of facilities.
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It's sort of a gauge where the inspectors
t hensel ves get an opportunity to see where they fal
in the line of the rest of the inspectors. If you
have, again going with ny early exanple, 30 percent
nonconpliance and you have one inspector that's
finding zero and one inspector that's finding 60
percent, then there's need for understanding why that
iS.

Sonetines it a matter of the inspector
looking at it and saying, "Ckay, what is ny problem
here? What do | need to do?" Cbviously to ne it's a
serious question for the managenent to eval uate.

In the situations in Tennessee we got
feedback from FDA relative to our inspectors, both the
ones that got conplenents as well as the one that
apparently had a problem in the inspections they were
doing and we worked to resol ve those.

From ny perspective that's the way it
ought to work. As a result of ny question, | now know
that maybe there's not a full-blown system within FDA
to really evaluate the inspectors. | think they

shoul d develop that and work toward trying to provide
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the information to the inspectors as well as the
i nspector's managenent so that we can nove on in this
arena. Thank you.

DR MONSEES: Just one second. | just
want to say that the report card, so to speak, or the
benchmarking really is a better term for it, it's
exactly what Dr. Mendel son was sayi ng. It's done for
the Anerican Board of Radiol ogy exam ners. They | ook
at how they conpare to others and |I think that you're
advocating the sane sort of thing.

One of the other conponents that | would
suggest on that benchmarking would be the nunber or
percentage of «citations that are overturned upon
appeal because | think that would be a good neasure of
whet her sonebody is justly citing sonebody or not. |If
that's not tracked, it should certainly be.

Yes.

M5. FRANKE: Hi . I'"'m Kathy Franke, the
Chief of the Inspection Branch who is responsible for
the training of the inspectors. I want to thank you
for all of your conmments. These are the things that

we ourselves are review ng in-house.
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I did want to nention that we are
currently developing a profile which is an electronic
nmeans by which we can capture all the information that
we collect relative to an inspector's perfornance.

Wen we have that profile devel oped, we
wll be able to produce lots of spreadsheets and
el ectronic neans of communicating with the states and
t he i nspectors about their performance.

| did want to say that when we have
problems with the inspectors, we now keep hard copy
files on each and every one of them and we work
closely with the food and drug adm nistration's Ofice
of Regulatory Affairs who nmanages the negotiations and
the oversight of the contracts with the states, as
well as with the state prograns. W also include the
inspectors in this investigation of their performance
so that they don't feel as if they are being blind-
sided in the end.

| did want to say that as far as the
phantom inmaging scoring is concerned, vyes, your
comments about reintroducing the idea of bringing in

perhaps the ACR to help teach that is a good one. I
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will say that we have continuing education in addition
to the normal training course that we provide, the
phantom i magi ng scoring skills.

W recently had the video presented at the
CRCPD annual neeting this year back in My. In
addition to that, we have peer review both from state
seni or managenent and other inspectors in states. A
lot of times it depends on the culture of the exact
state invol ved.

In addition to that, when there's a
question between the state supervisors, the facility,
and the inspectors, the FDA gets involved and we try
to break the tie sonehow. Al your comments are well
received and we will consider all of them

| want to reassure you that we are in
constant vigilant duty in relationship to both the
state contracts, the perfornmance of the inspectors,
and the concerns conveyed to us by the facilities.

St ephanie, did you want to add anything on
the training?

This is Stephanie Bellela, our training

coor di nat or.
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M5. BELLELA: | just wanted to nentioned
that --

DR MONSEES: Could you state your nane
for the record?

M5. BELLELA: Stephanie Bellela, training
coordinator with the FDA | just wanted to nention
that since we have stepped away in training from
havi ng experts from the field do specific |ectures,
which it's not just in phantom inmage scoring but a | ot
of other areas, we've noved into staff experts. They
have all that have taught the phantom inage scoring
| ecture attended the ACR s course for the physicists
i n phantom i nmage scori ng.

DR. MONSEES: Ckay. Ms. Hawkins.

["m sorry. Were you finished with your
comrent s?

M5. FRANKE: Dr. Murad has a comment to
add. We work as a team here.

DR. MONSEES: You work as a team (Kay.

W'll cone to you in a mnute.
DR, MOURAD: Wally Mourad, |nspection
Support Branch. Il would just |ike to address one
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little area in the inspection regarding the phantom
i mages that has not been stated yet. First of all,
the inspector has the chance to score two phantom
i mages, not one. If the first one fails for whatever
reason, the program pronpts the inspector to take
anot her phantom inmage and score it. That' s anot her
assurance.

Furthernore, if a |level one phantom inmage
is issued, we typically tell the inspectors that
shoul d not be finalized right away. In fact, nost of
the states, not all of them take that phantom inmage
at Level 1 and review it in their offices involving
several inspectors scoring it individually before a
final citation of a Level 1 phantomis issued. It's a
very serious issues and we take it very seriously.

DR, MONSEES: Thank you.

l"msorry. Comment fromM. Pizzutiello.

MR Pl ZZUTI ELLO Bob Pizzutiello.
Thanks, Wally. That's very helpful and | was fully
aware of that. My concern is wth the expertise of
the people who are doing the end of the |ine review

| recognize and | appreciate that there is a system
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for other people to consider. In fact, in this case
there were two inspectors who |ooked at it. The
problem is that neither of those people are at the
level that | would consider to be expert in this
particular area, especially because it's challenging
to score the nasses.

| would also say that having attended a
course is helpful but in and of itself 1is not
sufficient to nmake one an expert in scoring phantons.
One of the things that's very inportant is the large
experience with scoring these.

For exanple, reviewers for the Anerican
Col | ege of Radi ol ogy Program score nmany, nmany phantons
and that is what allows them to devel op the expertise
to recogni ze the nuances of how to score these.

That's ny concern is that while there are
a nunber of people who | ooked at them none of those
people, in ny opinion, may have the expertise in terns
of either training or experience or both to really
make that fine line distinction.

If it were a Level 3, | wouldn't Dbe

concerned, but a Level 1 citation are rare and seri ous
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and facilities take them very seriously. In terns of
this whole quality inprovenent discussion that we're
havi ng about the inspections, that mght be an area
for some further inprovenent.

DR MOURAD: Thank you. I think we are
addressing that in the phantom training, as Kathy
nmentioned, with the video that we have prepared we

have tried to address particularly the issue of how

you score the nmsses, as you say. W are going to
actually be releasing this video very soon. W are
trying to inprove on it. Hopefully that will iron out

the differences.

DR, MONSEES: Thank you.

Yes.

M5. HAWKI NS: Patricia Hawkins, Consuner
Representati ve. I just wanted to say that in this
conversation as it relates to feedback of facilities
and oversight of inspectors and inspections, | think
that we can look in terns of the history of
regul ations and so forth and proceed wi th caution.

W do not want to create an environnent

where basically the industry <can intimate the
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i nspection process because that certainly can happen.

DR. MONSEES: Ckay. Any other comments on
this? kay. Do we have any pertinent coments from
t he audi ence on this? Gay. Then we're going to nove
on.

Because we are a bit ahead of schedule
here, we can either -- let nme confer wth ny
col l eague, Dr. Finder, here. W are going to nove to
take care of sonme business at the very end of the day
now. W can't nove up certain subjects for discussion
too early because people are expecting to conme from
t he outside perhaps on a certain schedul e.

W'll nove to the review of the summary
m nutes of the January 2000 neeting. Those of you who
were here will renenber that it was quite interesting
weat her circunstance at the tine.

Do we have any coments on those m nutes?

I would like to hear a notion of approval of the
m nut es, January 2000.

MR, Pl ZZUTI ELLO Move to approve the

m nut es.

DR MONSEES: Thank vyou. Second. Al l
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agree? Ckay.

Shoul d we di scuss future neetings?

DR FI NDER: Vell, in ternms of future
neetings, it actually brings us to the next part which
is presentation of awards because a significant nunber
of people on this commttee will be finishing their
term after this neeting so | really don't want to set
up any tinme for any future neetings because we are
going to be having a whole new group of people com ng
in.

What ['lIl do is the sane thing we' ve done
in the past which is once we have all those people
approved send out an announcenent to all the nenbers
asking for open dates and try and set up a neeting
based on that. Judging from our |ast experience wth
the January neeting we are going to try and go to a
spring/fall neet i ng schedul e r at her t han a
snowst or nl hurri cane schedul e.

One can count probably on sonetine in the
spring of 2001 for the next neeting so keep your
cal endars open for that entire season for the neeting.

Again, we wll probably be talking about a one to
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two-day neeting but you'll get further details at that
tinme.

One other thing that | would like to do at
this point is to give the presentation of awards for
the people that have served on this commttee for the
|ast three or four years. | wll be happy to hand out
the awards if | can get a pledge from the people that
they wll agree to conme back for the afternoon
session, that after we give out the awards that they
just won't take it and | eave. Know ng the peopl e that
I"m going to be handing these out to |I have no worry
about that.

Let ne briefly go over this. W have a
plaque and a letter. "Il just read one of the
letters as a representative sanple. This one is for
Dr. Monsees.

"Dear Dr. Monsees, | would like to express
ny deepest appreciation for your efforts and gui dance
during your termas a nenber and chair of the Nationa
Manmmogr aphy Quality Assurance Advisory Commttee.

The success of this commttee's work

reinforces our conviction that responsible regulation
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of consuner products depends greatly on t he
participation and advice of the nongovernnental health
comuni ty.

In recognition of your di sti ngui shed
service to the Food and Drug Admnistration | am
pl eased to present you with the enclosed certificate.”

It's signed by Dr. Jane Henney, Conmm ssioner of the
Food and Drug Adm ni stration.

DR. MONSEES: Very nice. Thank you.

DR FI NDER: W have a plague we are
giving to you, Dr. Mnsees, and the others who are
| eavi ng. Certificate of appreciation in recognition
of distingui shed servi ce.

DR. MONSEES: Thank you.

DR, FI NDER: | have a simlar plaque for
Dr. Mendel son, Patricia Hawkins. 1'Il go to this side
agai n. M. Mbley and M. Pizzutiello. And we're
still ahead of schedul e.

DR MONSEES:. (Ckay. W're going to go to
br eak.

MR, Pl ZZUTI ELLO Can | nmake a comment

first?
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DR MONSEES: ['msorry?

DR, FINDER  You don't |ike your plaque?

MR Pl ZZUTI ELLO No. I would just Iike
to make a comment on behalf of all the nenbers of the
panel because there have been nmany discussions and so
on to thank Dr. Barbara Monsees for a wonderful job as
chair, real ly. She has brought a |level of
prof essionalism and openness to this commttee that
has been very nuch appreciated by all.

DR. MONSEES: Thank you very nuch.

DR, FI NDER | personally would like to
second that and express the appreciation of all the
menbers from FDA for what's been going on for the |ast
coupl e of vyears. Not only with Dr. Monsees but wth
this entire conmttee.

DR MONSEES: I would like to thank the
people with whom|'ve worked on this panel and the FDA
who have made ny job nmuch better and easier than |
ever thought it would have been. Thank you.

VW'|ll go to break for 20 mnutes. Wen we
come back | think we are going to discuss good

gui dance practices and the draft gui dance.
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(Whereupon, at 10:14 a.m off the record
until 10:36 a.m)

DR MONSEES: Coul d people please be
seat ed. I would like to reconvene. W're going to
nove on now to the discussion of the proposed
gui dance, the draft docunent that you have. Before we
do, Dr. Finder would Iike to give you sone information
about good guidance practices. Particularly for those
new nmenbers of the panel this is inportant. Thank
you.

DR, FI NDER: Al right. For those -- |
won't characterize them as old nenbers but the
previous nenbers have been through this guidance
di scussion before, but for the new ones | would I|ike
togive alittle brief history onit.

Before we begin our discussion of the
proposed final regulation guidance, | would like to
briefly explain the procedures that FDA is follow ng
as it devel ops new gui dance. In response to public
coment regarding the use of guidance docunents, FDA
hel d an open public neeting on April 26, 1996.

On February 27, 1997, FDA published a
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Federal Register notice outlining the steps the agency
needed to take prior to issuing guidance. In brief,
it stated the foll ow ng:

@Qui dance had to be developed in an open
manner that permtted input from the general public
and the regulated industry. In nost cases new or
controversial guidance had to allow for such input
prior to its inplenentation.

While statutes and their associ at ed
regul ati ons were binding and enforceabl e, guidance was
to represent a way or ways of neeting the regul ations
but other ways woul d be acceptable as |ong as they net
the requirenents of the regulations or statute.

| would like to enphasize the follow ng
before we begin our discussions. W are here to
di scuss the proposed guidance, not the underlying
regul ati ons. The regulations have already gone
through their own extensive approval process and while
they are subject to future change, the purpose of
today's neeting is to address the proposed gui dance.

The docunents we will be discussing today

contain a mxture of regulations and guidance. When
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you see the words "shall", "require," or "nust," they
refer to the underlying regulation. Wereas the words
"shoul d, " "may, " or "recomend, " refer to the
gui dance.

The commttee will be review ng docunents
that have already been released for public coment.
Wth that, we can begin our discussions of the
docunent that we have.

DR MONSEES: Menbers of the panel, for

the draft guidance there was a docunent sent to you in

advance which | hope you reviewed. Today we have a
version on our desktops here that has |ine nunbers
associated with it, | believe it's the sane exact

docunent, so that when we discuss you may have to
toggle back and forth here and refer to specific
l'i nes.

| don't want to go through every line of
this docunent. Goviously it would be nuch too tine
consumng so |I'm hoping that what we can do is go
through a few pages at a tinme and ask for specific
comments and otherwise, if there are no comments, |just

nove on.
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Pertaining to the first part under
Certification and Personnel - GCeneral, do we have any
comments from the panel? Any edits or word changes?
| have a couple comments if nobody el se does.

Under Certification, lines 20 to 26, |
think read awkwardly and |'m not sure. | think that
needs sonme wordsmthing regarding you and your group
etc. | can give you comment back.

Then sonething that | think mght be
mssing there which | think is inportant because the
wordsmthing | can give you but | just want to comment
that | don't think it gives them enough -- | think it
should specifically, let's say, indicate that they
need to have a lead interpreting physician and
audi ti ng physician under this type of circunstance.

It does not indicate that responsibility
needs to be there. They should know it obviously but
| think we're talking about whose responsibility is
what and | think that should be included in there.

In the next par agraph | have sone
wordsmthing, too, that I'll pass on to you. Do you

want to discuss that openly?
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DR FINDER It's up to you.

DR MONSEES: Does anybody el se have any
cooments on those particular comments on those
particul ar paragraphs?

DR FI NDER: | f it's j ust somne
wordsm thing, you can just give it to ne |ater.

DR, MONSEES: "Il just do that then.
Ckay. How about Personnel - General? Do we have any
coments fromthe panel? |If | don't see your hand up,
just call out so you can get ny attention.

| think the word "student" 1is another
wordsmth, too, on page 2, line 19. It's probably not
appropri ate because they are not really students.

Radi ol ogi ¢ Technol ogi st on the next page,
Medi cal Physicist. Coments?

Ckay. Equi pnent, Medi cal Records.

DR FINDER  Page 4 and 5.

DR MONSEES: Equi prent is on page 4 of
the newer one and the page changes. They are simlar
but they are not exactly the sane. Equi prent . They
are not exactly the sane.

Medi cal Records which was old docunent 6
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whi ch is new docunent top of page 7. Then after
that we can nove on

MR, Pl ZZUTI ELLO | have a coment.

DR MONSEES:. Yes.

MR Pl ZZUTI ELLC Bob Pizzutiello. On
page 5, line 35.

DR MONSEES: Page 5. This is the new
one.

MR,  PI ZZUTI ELLO This is under the
automati ¢ exposure control description and it has to
do with performance testing of the x-ray mnachine in
automati c exposure control node. This line says that
the action limts specified in the regulations be
applied to this extended test.

What they are talking about here is that
normally we test machine performance at 2, 4, and 6
centinmeter thicknesses, but many of us also do nore
than that because it's inportant to be able to provide
facilities with advice as to how to inmage the much
t hi cker denser breast.

However, | have a very big experience with

this and, in fact, we have recently reviewed 150
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surveys of facilities of mammography units and it's
very rare out of those 150 facilities that we've
| ooked at that mammography wunits that neet the
requirenents for 2, 4, and 6 centineters also neet the
exact same requirenents for an 8 centineter breast
that's got a lot of glandular tissue init.

It's just, | think, too demanding to
expect equipnent to neet that requirenent. | woul d
urge that be elimnated naybe to say that the
performance be considered, but to urge that those
ext ended requirenents be extended to beyond the 2 to 6
centinmeter range, | think, is really a practica
inmpossibility and wll generate a trenendous nunber of
fail ures anong physic surveys.

Service engineers cone in and they say the
machine can't do it. A lot of noney gets spent and
nothing really gets inproved. What we really want the
physicist to do is to evaluate it and to help
facilities get the nost out of their equipnment for
t hose extrene circunstances.

DR MONSEES: Any ot her conment s

pertaining to this from panel nenbers?
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DR FI NDER | just want to bring up sone
poi nts. I nmean, we did recognize, and | hope we got
it across here, that we are only talking about as a
requirement for the 2 to 6 centineter range. Anything
above that was a reconmendati on.

W did add that if the unit can't neet
that action |imt, that the thing to do is then
devel op a technique chart. [If you think that is still
i nappropriate, | nean, we certainly can |ook at
revi sing this again.

The point here was to try and state that
we were only talking as a regulation of the 2 to 6
centinmeter range but, recognizing that a Ilot of
facilities deal wth patients in the 8 centineter
range, that there at l|least be sonme attenpt to neasure
t hat . If you believe that this doesn't get that
across, then we certainly would be interested in
heari ng sonme ot her things.

MR Pl ZZUTI ELLO Yes. | agree with the
idea conpletely. Wwen | read this it seened like the
first half of the sentence said we recommend that the

limts be applied. Then it says if you cannot neet
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these limts, then you can do sone other things.

DR. FINDER Right.

MR Pl ZZUTI ELLO The plus or mnus .15
after a certain year in the future that |'m not
all owed to nmention could be very, very conpl ex.

DR FINDER. W won't discuss that year.

kay

DR MONSEES: | have a comment from Dr.
N shi kawa.

DR N SH KAWA: Actually, | thought this
read all right. | interpret it the same way that Dr.
Finder interpreted this. | didn't have a problemwth
t hat .

Further down on the page on the unnunbered
page, the page that has no line nunbering, it's the
| ast paragraph.

DR MONSEES: Excuse ne a second. |'m not
sure you're picking up in the mec. Can you get a

little closer to the mc?

DR. NISH KAWA:  |I'msorry. If you want to
use the nunbered one, it's on the top of page 6, lines
1, 2, and 3. | got confused because they now refer to
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a different section saying that what they discuss up
above which are recommendations are now guidance.
Perhaps it has to be <clear what section that's
referring to. Not just the nunmber but what category.

DR. FI NDER: Ri ght . What's  being
di scussed here is the fact that, | Dbelieve, the
guidance that's being given originally talks about
doing this test under certain conditions. Wereas the
next paragraph on page 6 refers to doing the AEC
performance during equi pnment eval uati ons.

Those are gover ned under di fferent
regul ati ons. That is highlighted here. It's bol ded.

Once all this guidance gets put into the policy
gui dance help system the conputerized system what
will happen is you will be able to click on that and
it wll automatically take you to the next section
whi ch is under equi pnent eval uati ons.

Wen we get to that, there will be the
guidance referable to how you do this test under
equi prent evaluations rather than under the annual
survey. It is confusing in a hardcopy kind of

si tuati on.
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| think it will be a little bit clear when
it's actually built into the conputerized system
Then we can take a |ook at what the guidance is for
the equipnment evaluations if you want to at this
poi nt .

DR N SH KAWA: That's fine. Actual |y,
all I need to know is that this section is referring
to annual inspection and the other one is whatever you
called it. Wt the distinction is is not clear from
readi ng this.

DR FINDER Right. W can work on that.

DR MONSEES:. Yes.

M5. ELLI NGSON: Nancy Ellingson. Am |
al l owed to back up?

DR MONSEES: Sure.

V5.  ELLI NGSON: Ckay. | had a question
under Radi ol ogi ¢ Technol ogi st.

DR. MONSEES: Wiat page is this of the new
docunent ?

V5. ELLI NGSON: Page 3. The question is,
"I have ny ARRT(M."

DR MONSEES: For line 217
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M5. ELLINGSON: M notes are on ny unlined

one.

DR, MONSEES: The question is? | have

m ne.

VB. ELLI NGSON: "WIl the certificate be

sufficient docunentation to show adequate training

Wth ARRT changing the requir

enents, t he

clinical requirenments have been added, they would have

to be qualified as a mammographer before they could

get the Mso it mght change this question.

You have to qualify under the MXPSA to do

manmogr aphy before you can satisfy t

he clinical

requi rements before you can apply to take the ARRT

exam They kind of flip-flopped it.

It used to be that ARRT got

you in the

door but now you can't get in the door until you are

qualified as a mamographer. Then you can do your 100

clinical check off list before you take
Does that change this question?

DR, MONSEES: W clearly
sonet hi ng here.

DR FINDER: \Wat you just tol
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useful information. It doesn't necessarily change the
answer to this question because we have a |ot of
peopl e out there who already have the ARRT(M and this
is for them

What this basically is saying if you show
the ARRT(M certificate, that automatically neans that
you've had the training in these specialized areas and
you don't have to show any additional docunentation
for that.

However, the fact that the procedures have
now changed, which is the first tine |I'm hearing about
this, that now you can't even apply for this wuntil
you've already net our qualifications. That's very
i nteresting.

M5. ELLINGSON: Their clinical list is 100
mammograns plus sit wth the radiologist for 50
interpretations, plus do quality control, quality
assurance procedures, plus participate in or observe
these things. You really can't do that until you are
qualified to do mammogr aphy.

DR FI NDER: Ri ght. And the things you

have to keep in mnd is that the exans, that at |east
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we require having perfornmed the 25, are going to be
under the direct supervision of a qualified radiol ogic
technol ogi st anyhow so they are not doing them on
their own. That woul dn't be a problem But you are
now requiring 100 exans?

MS. ELLINGSON: The ARRT is before you can
even take the exam I'm just saying if you're
reaching back to say show ne what your training was
and you had already taken that in a previous tinme to
April "99, then it's still valid. You can't say you
can use that now towards your initial training because
you can't get that now until you' ve had your initial
traini ng.

DR FI NDER Wll, again, the initial
training could have been done under di rect
super vi si on. At least from our standpoint the first
25 had to be done on direct supervision so it's still
possible for this all to work out | believe without a
probl em

M5. ELLI NGSON:  Thank you.

DR FI NDER It is good to know that

you' ve changed your systema little bit.
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DR, MONSEES: Do the changes that were
nmade by the ARRT need to be addressed in sone other
question in here perhaps so that when people are
looking in the Policy Help Quidance System they can
find it?

DR FI NDER | want to discuss that wth
you. | don't know if we need to change anything or
whet her maybe just putting sonme helpful hints in here
m ght be useful. W can discuss that.

DR. MONSEES: Ckay. Any other comments on
those portions? Ckay. So we are now, correct ne if
I"'mwong, as far along as page 7 in the new docunent
which is Medical Records. Any comments on that part?

Next is QC Tests. That's at the bottom of
page 8 introducing the new --

DR. N SH KAWA:  Sorry, Barbara.

DR MONSEES: ["m sorry. | didn't see
you.

DR NI SH KAWA: | have a comment on -- |et
me find the |ine nunber.

DR MONSEES: This is Dr. Ni shikawa.

DR N SH KAWA: Sorry. Bob Ni shi kawa.
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Page 8, line 40, tal king about digital manmography.

DR MONSEES: Yes.

DR NI SH KAWA: | would append to the end
of that paragraph "or soft copy if request.”

DR. MONSEES: For transferring filns?

DR N SH KAWA:  Yes. So in the future for
peopl e reading soft copy. They probably want a soft
copy and not a hard copy.

DR. MONSEES: It's not approved yet.

DR FINDER  The issue and the reason it's
witten out this way at this point, the soft copy has
not been approved by FDA yet. Now, you're right, that
when that happens, this wll have to be nodified.

| wll say one thing, though. W have to
be careful about how we deal wth sonme of the
transfers because | don't want to have the situation
occur where a facility can take it unto thenselves to
say, "Ckay. W'll give the patient a soft copy.”
That's going to be totally useless to the patient.

Most of the transfers that are being sent
right now, even when soft copy is approved, | think

are still going to be hard copy because the surgeons
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are going to need hard copy. They won't have the
machi nes to produce soft copy. The patients are going
to need hard copy.

DR. NI SH KAWA: If they can't produce hard
copy and they want it, they won't request soft copy.
There could be instances where sone facility, perhaps
academ c centers, got sone proprietary software that
can process the inmages a certain way that they m ght
prefer to look at it that way.

DR FI NDER Sure. | think once it gets
approved | think we are going to have a new question
or nodify this one to deal with those situations.

DR. MONSEES: kay. Now QC Tests unl ess
m ssed anot her conment here. W'll nove on to C
Test s. That's page 8, 9 and 10 of the new docunent,
and 11, 12. Wat do we have, a conment? Here we go.

Yes, M. Pizzutiello. | knew we were going to get
coments from you.

MR Pl ZZUTI ELLO Vell, it's not a lot.
Actually, | have a bunch of other comments. ['I|l cone
back to this table later when we get into the snall

field digital inage receptor.
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DR, MONSEES. Gkay. Wich page are you on
and whi ch tabl e?

MR Pl ZZUTI ELLG  This is on page 10.

DR. MONSEES: Ckay. Required QC Tests for
Facilities.

MR, Pl ZZUTI ELLO Yes. Under the second
dose row, what does the third colum nean? Screen-
Fil m Conbinations Tested Wth Each Unit. Under the
dose | would like to suggest that we add at the end of
that phase, the third colum, "One S-F conbination
using clinical techniques that would be used for the
standard breast in contact node."

Let me explain this. This is for machines
that are used only for what are called nonstandard
breasts or for magnification work. However, all the
dose neasurenents that are nade and referred to in the
regul ations and, in fact, in all the routine
literature refer to the doses in contact node.

| would like to suggest that the guidance
docunents say that even if a machine is used in nmag
node, that the dose that's wused for conparison

purposes be the dose in contact nobde and that be
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explicit because the dose in nmg node wll be
different and |I'm not sure that it would be wdely
under stood how to conpare those nunbers.

DR MONSEES: Do people often change the
screen-film conbination for mag node as opposed to
standard node which would wldly change the dose
during mag node? | nmean, we don't at our facility but
| know that in sonme facilities they have setups where
they can switch the entire screen-film conbination.

Usually it would be faster rather than slower.

MR Pl ZZUTI ELLG Bob Pizzutiello. It's
not conmon. It's rare. Qut of the 150 places we go
only one does it. Wen they do use that, they use a

faster screen-film conbination for nmag work to
conpensate for other limtations of their equipnent.

If we neasured the dose using the faster
screen-film conbination in the contact node, we would
have a really good handle as to how this conpares wth
their other screen-film conbination and | think that's
the intent.

DR. MONSEES: R ght. Sounds good to ne.

D d you have any other coments on that page?
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MR Pl ZZUTI ELLO  No.

DR NI SH KAWA: | have.

DR MONSEES: Yes, sir.

DR N SH KAWA: Bob N shi kawa. Two
coments on that page. The next |ine down, Darkroom
Fog. Maybe Bob can comment on this. I don't see the

point of testing every type of film for darkroom fog
because you're likely to get different neasurenents
fromdifferent filns.

MR Pl ZZUTIELLO At the present time, no
There has been talk in the scientific community about
new screen-film conbinations that are sensitive to --
have different spectral sensitivities.

There was one that was about to be
i ntroduced by one manufacturer and it turned out not
to have been introduced but | know sone groups tested
it. Because it had a different sensitivity, it would
be inportant to test it.

DR NI SH KAWA: Ckay. That's fine then.
Then three lines down, AEC Performance - kVp and
Thi ckness Tracking. [It's recormmended to only test one

screen-film conbination but it seens to ne that |if
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different speeds are being used, each filmscreen

conbi nati on shoul d be tested.

DR, MONSEES: Is it going to vary using
different --

DR. N SH KAWA: |t coul d.

DR MONSEES: It coul d?

DR N SH KAWA: | would think so. | don't
have experience with this. |'m asking Bob. Screening

for different thicknesses, for exanple.

MR Pl ZZUTI ELLO Bob Pizzutiello. I
think that's a good point. | have this one facility
that does this and the way | do it is if you are a
technol ogi st you use one cassette for one type of
imaging and a different cassette for a different type.

The end result is that you want the filnms to be
consistent no matter what so when the radiologist
| ooks at the inages they all | ook the sane.

It would nake sense to clarify that to say
that you test each screen-film conbination in the node
that it is wused so that you would conpare, for
exanple, the performance of the AEC with the faster

screen-film conbination in mg nmde wth the
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performance of the regular screen film conbination in
all the other nodes because that's the way it's
clinically used. | agree with that. That's a good
observation, Bob.

DR. MONSEES: So  what about for
reproduci bility? You were just commenting on
t hi ckness tracki ng. Right? Wuldn't the sanme apply
to the one above?

MR, Pl ZZUTI ELLO No, because if the
system is reproducible, the reproducibility is not a
function of the screen-film conbination. It's a
function of the electronics of the x-ray machi ne.

DR. MONSEES: That tests independent.

MR Pl ZZUTI ELLGC  That woul d be okay.

DR, MONSEES: Ckay.

l"msorry. W have sonebody from FDA

DR. MOURAD: Wall Mourad, FDA Isn't the
purpose of the kVp and thickness tracking to test the
AEC as such and, therefore, is not a test of the film
screen conbi nati on?

MR, Pl ZZUTI ELLO.  Bob Pizzutiello. That's

true, but the AEC can be separately adjusted on many
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machines so that it can conpensate for the fact that
you have a different screen film conbination when you
are using nag node, for exanple.

| would say that the purpose of the AEC
testing is to show that the machine is capable of
producing good imges for the radiologists to
interpret.

Now, perhaps you could take a different
view that in the regulations the AEC is an equi pnent
requi rement but | would see that you interpret that in
terns of the way it's used clinically. The rmachi nes
generally can do sonmething to conpensate for different
screen-fil mconbi nati ons.

DR MOURAD: Correct. Wen you set it up,
you do @ set it up for di fferent filmscreen
conbi nations but for testing it for its functionality,
| don't see why you need to test it for different
screen film conbinations. That was our thinking in
putting out this particul ar gui dance.

MR Pl ZZUTI ELLO The point is, for
exanple, and this happened at one of the facilities I

went to, they went to using a different screen-film

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

87

conbi nation, a faster one for max, but they never
changed the automatic exposure control setting so all
the mag filns canme out terribly dark. Well, it didn't
really help them

Wiat | was able to do was to work with the
facility and the manufacturer to conme up wth a
conbi nati on of changing the settings on the automatic
exposure control and their technique chart so that
they were able to get consistent inmages whether they
were mag or nonnag.

DR MOURAD: Ckay. | guess we'll have to
| ook at it again.

DR MONSEES: Ckay. W're finished with
this table then. Correct? Anybody el se have any
comments on this table? Let's nove on to the next
page then. Any comments on that page? This is the
daily quality control tests, the weekly quality
control tests, and then 1'Il open it to sem -annual

quality control tests. Any conments?

Ckay. How about conpression device
performance? | have a question on this pertaining to
line 16, | guess, on page 13, that the fine adjustnent
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has to mamintain conpression force for at l|east 25
pounds for the length of tine it takes the radiologic
technol ogi st to engage the fine adjustnent control.

Then the next line, "for the length of
time it usually takes the radiologic technologist to
conpl ete an average exposure." That's line 18. Sone
exposures can -- | mean, nost machines are about a nmax
exposure of 4 seconds and we don't generally use them
but occasionally you can.

Does it make sense that this requirenent
applies only to the average exposure and not the
maxi mum exposure tinme? Because if you have a patient
like that, you would want to have that conpression for
the full exposure tinme. Wuldn't you?

MR Pl ZZUTI ELLO | think that's correct.

Take out the average.

DR.  MONSEES: So it would be the maxi num
exposure tinme. There's another place in the docunent,
| guess under the QC Test - Annual where it's the sane
t hi ng.

MR MOBLEY: Also on that sanme page or the

previ ous where you don't have the fine tuning.
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DR MONSEES: Right.

MR. MOBLEY: Fine adjustnent.

DR MONSEES: | knew it was multiple but
|"m getting confused because of the two docunents and
t he pagi nati on.

MR MOBLEY: under st and. ' m
struggling.

DR. MONSEES: Thank you.

DR FI NDER In ternms of the maxinmm
exposure, the maximum clinically used exposure.

Ri ght ?

DR, MONSEES: Vell, there's a certain
machine limt.

MR, Pl ZZUTI ELLO Most machines have a
four or five second maxi num exposure timne.

DR. MONSEES: They're set.

MR Pl ZZUTI ELLC Sonetinmes patients go
right up to the backup time if it's a real dense
br east .

DR MONSEES: Right.

MR. MOBLEY: But the point is that -- and

when | read this | was thinking that's from the point
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that the technician sets the patient up, goes wherever
t hey have to go. | guess nost of these nmachines are
kind of a set type of fixture. They go where they
have to and initiate the exposure and the exposure is
done. It's nore than just the exposure tine per se.

DR MONSEES: Ri ght . It should be the
time it takes her to get there and then to fully
expose the patient.

MR MOBLEY: Right.

DR MONSEES: Up to the maxi mum exposure
time and not the average.

Any ot her comments on the new page 13, 14.

Then noving along -- yes, sir?

MR Pl ZZUTI ELLO | have a question on --
Bob Pizzutiello -- just above Table 2 on the bottom of
page 14. This was a distinction that was drawn

between the things that are required during the annua
survey.
DR MONSEES: Are you talking about the
regul ation part or the answer and questi on above that?
MR Pl ZZUTI ELLC The answer just above

t hat . It starts off, "During the annual physics
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survey. " | want to nake sure that | wunderstand this
correctly and perhaps I could get a little
clarification fromFDA as to how they drew this |ine.

It seens to ne that there are nore things
in this guidance docunment that need to be done during
the equipnent evaluation but not everything is
required to be done during the annual survey. | guess
| wondered what the reasoning was behind that.

DR FINDER  Well, | can give you a brief
expl anation of that. In the regulations the tests
that have to be perfornmed for the annual physics
survey are defined in the regulations. They are in
Part (e), 900.12(e). An equi pnent evaluation includes
those tests plus the test in Part b, 900.12(b).

There are additional tests that have to be
included and that's why we are separating those two
things out. The nunber of tests that are required for
(e) for the annual survey, as | said, are stated in
(e). When you are doing equipnent evaluation, it
depends on what you do.

If it's part of a major repair, then the

issues you would have to address are those specific
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issues in (e) and (b) that are inpacted by whatever
that repair was. That's where the distinction cones
between the tests that are required for both of those
things. W have to break it down that way.

MR, Pl ZZUTI ELLO | guess this gets into
this line of distinction between what s good
prof essional practice to nmake sure the facilities are
providing quality work and what is stated in the
regul ation.

| just have a Ilittle concern that this
statenment is too weak and that physicists are always
under pressure to work faster, to work for |ess noney,
to do less, and so on, as is everyone in this
pr of essi on.

And that this will cause physicists to not
test, for exanple, the nmag node and autonatic exposure
control, and so on, during annual surveys. That neans
it could be tested once when the machine is installed
and perhaps never again. Is that really what vyou
think the intent of the annual survey is?

DR FINDER Well, | would say, again, we

are here to discuss the guidance, not the underlying
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reg. The reg went through the process and sone of
these issues were discussed at that time as to what's
required to do in an annual survey versus what's
required to do when the equipnment first conmes on |ine
or if there's been najor repairs done to it.

Qoviously we want people to do the best
job that they can or set a baseline mninmm for what
they have to do. W have to be very careful about
putting things into guidance. That's how we ended up
in this whole guidance procedure is we cannot through
gui dance require sonething that isn't require in the
regul ation.

You have to be very clear about that.
These docunents have to go through a |egal process so
that we don't overstep our bounds in terns of this
because we cannot just generate new regulations
t hr ough gui dance. Now, if you think that we need to
change the regul ation, that's a whol e other issue.

DR MONSEES: On the other hand, you could
indicate in the guidance that this isn't required but
that the physicist mght attend to that during their

normal course of inspection. Ri ght ? Could you do
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t hat ?

MR Pl ZZUTI ELLO  Yes.

DR, FI NDER: W could certainly recommend
t hi ngs and suggest things. No problemw th that.

MR PI ZZUTI ELLO ~ And | guess maybe that's
what |I'm suggesting is just a little bit nore
phraseology that says "while not required it 1is
recommended. "

DR FINDER  Sure.

DR. MONSEES: Ckay. Any other comments on
that? W'Ill nove on then. If you see anything else
noted, we can certainly go back to that. W're on
page 14 now. Then the top of 15 which is that other
table, Table 2. Then we nove on to the Medical
Physicist's Annual Survey at the bottom of page 15. |
don't see any hands up so we'll keep going to

manmogr aphy equi pnment eval uations question, page 16,

then page 17. Then we'll nove on to the table on page
18.

MR, Pl ZZUTI ELLO  Bob Pizzutiello. | have
just one coment on the equipnrent evaluation. The

first answer, this has to do with --
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DR. MONSEES: \Wat page are we on now?

MR Pl ZZUTI ELLO This is on page 16.
Sorry. The answer says, "At a mnimum the follow ng
tests nust be done for a processor that has been
repl aced, undergone maj or changes,"” and so on.

DR, MONSEES: Ckay.

MR Pl ZZUTI ELLO At the end of that
di scussion it says, "If major repairs or the use of
the new processor necessitates a change in clinical
techni que factors (for the standard breast) that could
significantly increase patient dose, a determnation
of dose nust be done."

I have a little ~concern that could
significantly increase patient dose is going to be
very difficult to determne what is significant and
what is good. | would just like to say take it out to
say that if it necessitates a change in clinical
techni ques factors, a determnation of dose nust be
done. Then you renove the anbiguity is it significant
and if the dose changes, | think it's inportant that a
facility knows that.

DR MONSEES: So if routine change in
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clinical technique factors.

MR PI ZZUTIELLO Yes. | guess if anybody
is not confortable with that, then nmaybe we could say
sonmething like a change that mght affect the dose by
nore than 10 percent or sonething but let's say what
t hat change would be rather than significant. | think
that's too vague.

DR.  MONSEES: I"m just a little confused
as to what role, for exanple, the nmaintenance people
would have if they cane in and changed phototiner
settings or nmade simlar changes in the equi pnment that
woul d al | ow sonebody to use the sanme technique factors
but, in fact, would change the dose as well.

MR, Pl ZZUTI ELLO.  The way | understand it,
this only is if a processor is replaced, undergone
major repairs, or IS a new processor. It's a
situation where you have a maj or change.

DR MONSEES: Right.

MR,  PI ZZUTI ELLO In that case, the
physicist is already there doing a nunber of things
and | think the question is is it inmportant or is it

inmportant that the physicist anong those things test
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the dose if the clinical technique factors change.

DR. MONSEES: Got cha.

MR Pl ZZUTI ELLC | woul d say yes.

DR MONSEES: Ckay. | think that's
probabl y appropri ate.

Do you have any comments as a physicist

her e?
DR NI SH KAWA: | concur with that.
DR. MONSEES: Ckay.
MR MOBLEY: | concur, too.
DR MONSEES: Ckay. That's the panel's

consensus here.

DR. FI NDER: All right. So am |
understanding correctly that if there is any change
that theoretically could cause an increased dose, you
want the physicist to come out and repeat the dose
measurenents even if the facility has done a
relatively mnor change and their dose limts or their
dose before was relatively, you know, low to begin
with.

MR Pl ZZUTI ELLO No, that's not what the

sentence says.
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DR MONSEES: The context of the question
IS major repairs or new processor.

DR. FINDER Right.

MR Pl ZZUTI ELLO So only for nmjor
repairs or new processor. | would not extend that to
the circunstance you just described because that's a
m nor change.

If there's a major change to the entire
processor and the physicist already has to be there
because there's a major change, then | think that the
dose neasurenent is one of the things that should be
done.

DR MONSEES: So we were past that or
asking for coments past that and including the
medi cal physicist's involvenent in equipnment repairs
so let's look at that. Do we need to change anything
inthis table pertaining to the comments?

The processor coments here are mnor
ones. Aren't they? Installation and reassenbly.
Maybe in those lines on that table should indicate
that the dose needs to be neasured? Do you see where

it says "processor installation reassenbly?"
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DR FINDER It's page 19.

DR. MONSEES: 18 and 19.

DR FI NDER Ri ght. But the one with the
processor is on page 18 in the mddle of that group.

DR. MONSEES: It's 19 on the new docunent.

DR FINDER  Excuse ne, 19. Right.

DR MONSEES: W' re saying anyway, as M.
Pizzutiello was saying, that the physicist conducts
evaluation in person on both of those, installation
and reassenbly. Therefore, should we add in there the
dose needs to be neasured just in the table?

DR, FINDER  Just form ny own standpoint |
woul dn't do that because then we would have to put it
in for all the others issues where it is. The idea, |
guess, is to deal wth it in the individual question
that is before.

One of the points with these guidance
docunents is that no one question or table or anything
else is going to answer all the questions. If we try
and shovel all that information into one table, |
think it's going to get too big.

DR. MONSEES: Ckay. That sounds good.
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MR PI ZZUTI ELLG | have a comment. Let's
see. It's on the bottom of page 17 on the original
docunent and it's between page 17 and 18 on the
nunbered pages and it has to do with this. | support
t he concept of nedical physics oversight and --

DR MONSEES: |I'msorry. |'mlost.

MR Pl ZZUTI ELLC It says the facility
shoul d consult with the nedical physicist.

DR MONSEES: ['"'m sorry. | lost you. On
the bottom of page --

MR Pl ZZUTI ELLO  The newest docunment wth
all the page nunbers it's at the very bottom of 17 and
runs over to page 18. On the top of page 18 it says,
"By nmedical physicist oversight, we nean that the
nmedi cal physicist should be consulted as to whether an
on-site visit is required or if other personnel can
verify that the standards are net..."

M/ question is is a facility required to
do what the nedical physicist recommended. Let e
paint a very typical scenario. A facility calls up
and says, "Wiat is required?" Under this | would say,

"You are required to consult wth ne as your nedical
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physicist and | think that for such and such reasons

in your case it's inportant that a physicist cone

out."

The facility then would say to ne, "Wll,
|"ve consulted with you but is it required that | do
what you say?" | think the answer is probably no but

| woul d suggest that maybe a line be inserted in there
that says that the FDA strongly recommends that
facilities follow the recomendati ons of their nedical
physicists. It sounds incredibly obvious.

However, in facilities where the bottom
line is the driving factor and the letter of the
regul ation, that sort of a statenent would give a
medi cal physicist a little nore support. | don't know
how you can do that but it would be a recommendati on.

DR MONSEES: What would happen, Dr.
Finder, if there is a letter in the QA records from
the physicist to the facility that says they are
recommendi ng sonething at the tinme of FDA inspection.

If the facility has not net the recomendations or
address the recommendations in the corrective actions

or whatever, they would be cited, wouldn't they?
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DR FI NDER: Recomendat i ons are
reconmendat i ons. Regul ation is regulation. Part of
this conmes down to the fact that when certain things
occur, the nedical physicist has to appear on site.
That's in the regul ations. Wen a nmajor repair does
not occur, then there is no regulation regarding that
and a ot of this is designed again as a

recommendation to the facility on what to do but it's

a recomendation. | nmean, we could change the wording
here to say sonething l|ike the nedical physicist
should be consulted and listened to or heeded or
what ever .

DR MONSEES: R ESPECT.

DR FINDER  Yes, sonething like that.

MR Pl ZZUTI ELLO That woul d be
nonunent al .

DR, FlI NDER: But we have other situations
where the physicist may recommend sonething that is
not in the regul ati ons what soever. In that case the
facility doesn't have to do it because it's not
required. It may be a good idea but we can't require

t hat .
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DR. MONSEES: So they would be cited if it
pertained to a requirenent that they had to neet and
if they were outside and they needed to have
resolution of their corrective action or whatever.

VR. Pl ZZUTI ELLO. I have two nore
comments. D fferent ones.

DR, MONSEES: Ckay.

MR Pl ZZUTI ELLO "1l be brief. Just
before the table there's an issue about t he
verification, the table that talks about nedica
physi ci st involved in equipnent repairs.

A question that | think mght be good to
address directly is is it permssible for a service
engineer to verify their own repair? O when you use
the term verify, are you inplying that this is a
different person that verifies?

DR FI NDER: The inplication was not that
necessarily a different person had to cone and verify.

MR Pl ZZUTI ELLO Ckay. It mght be good
to clarify that.

DR FI NDER: That the sane person could

verify his own work?
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MR Pl ZZUTI ELLO Ri ght. The
docunentation of a conpleted repair, for exanple,
woul d constitute acceptable verification.

DR. FINDER  What was that wordi ng agai n?

DR. MONSEES: Docunentation

MR Pl ZZUTI ELLC Docunentation of a
conpl et ed repair woul d constitute accept abl e
verification.

Then another -- | guess ny |ast question
on this table, or alnbst, is about a couple of areas
where | think nedical physicist oversight --

DR. FINDER Let nme go back to that.

MR PI ZZUTI ELLO.  Sure.

DR FI NDER Are you saying that if the
person gave the facility a formthat said, "I did the
repairs but didn't do the testing again," that would
be acceptabl e? | nmean, what's inplied here -- not
what's inplied but what it says is that the test has
to be done again. Sone test has to be done.

MR Pl ZZUTI ELLC That's the question |
asked up front. Let me paint a very specific exanple,

a very sinple one. A physicist is doing a survey and
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finds that the kVps are inaccurate beyond the
perm ssi bl e variation.

The service engineer comes in and
recalibrates the wunit. Does verification nean that
the service engineer's report that says it's okay is
enough or does verification nmean that the test nust be
performed agai n?

DR FI NDER: Some type of testing, not
just that the repair was not; i.e., | went in and did
sonmething and then |I'm assumng that the problem has
been taken care of. No. There has to be sonme type of
test that shows that the original problem has been now
corrected.

MR Pl ZZUTI ELLO  Ckay. And since this is
a test that's listed as a nedical physicist tests, the
i ndividual who does the test nust be a qualified
medi cal physicist?

DR, FI NDER No, because unless it's a
maj or repair and the nedical physicist doesn't have to
come out, then it goes under the oversight if it's a
m nor t hi ng.

MR Pl ZZUTI ELLO  Ckay.
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DR, FI NDER: In which case, again, we are
telling the facility, "W are recomending that you
consult with your nedical physicist.”

DR, MONSEES: So with what you're saying,
Dr. Finder, | don't see where there's going to be a
change in this verbiage at all.

DR. FINDER Wl l, maybe not.

MR Pl ZZUTI ELLO So for kVp interna
adjustnent, which is the exanple | gave, it's listed
as nedi cal physics oversight.

DR FINDER Right.

MR PI ZZUTI ELLO  So that neans after the
service engineer is finished, then it is recomended
but not required that the physicist verify by
performng that kVp test again within 30 days. I's
that the way you understand that?

DR FINDER O that the nedical physicist
consult with the repair person to do the test or that
he checks what the repair person did over the phone
and nmake sure that things are done appropriately.
That's a decision that the physicist nmakes in

consul tati on. That's the way we're hoping it's going
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to work.

MR. Pl ZZUTI ELLO Because it's oversight
as opposed to conducts eval uation i n person.

DR FINDER  Exactly.

MR Pl ZZUTI ELLO Thank you. That's very
good. The last comment that | have in this regard --

MR MOBLEY: M ke Mobl ey. | just want to
make sure | understand and that it's clear what you
all just arrived at there because the statenent is
some formof verification testing nmust be included.

Does that statenment need to be a little
bit nore explicitly defined as to when the nedical
physicist may need to be directly involved or onsite
versus when the equipnent technician can nake that
change?

It would seemto ne that it needs to be.
G ven your di scussi on, the question and your
di scussion of it, that there needs to be a further
st at enent t hat clarifies exactly what this
verification is.

| nmean, | think that the question and the

di scussion you had clarified it in ny mnd. I think
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that it needs to be a little bit clearer here so that
you can understand. Anybody reading this in the
future would understand exactly what | evel of
verification is necessary for which process.

DR FI NDER: I think we can work on
clarifying that in ternms of who has to do it and under
what conditions.

MR MOBLEY: Right.

DR MONSEES: And the table conplenents
that in that it indicates certain problem areas and

what the responsibility is.

Yes.
V5. ELLI NGSON: | just have one questi on.
Nancy El i ngson. I's t here any paper wor k

docunentation of conversations between a facility

asking for recommendation, a physicist recommending

sonething so that at annual inspection it's available

for that inspector to see how nmany tines things were
recommended at the foll ow up?

DR. MONSEES: Wiat's required, Dr. Finder?

Qur facility they note everything but |'m not sure

that's required unless it is -- unless sonething did
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not neet the regs, right?

DR FI NDER: Ri ght. If it's a mgjor
repair or there was a test that is required, that has
to be docunented and then has to be worked out. Wen
we recommend sonet hing, obviously we recommend it. |If
they decide not to do it, they can't necessarily be
cited for doing sonething that's recomended but not
required.

DR. MONSEES: Yes, sir.

MR, Pl ZZUTI ELLO  Bob Pizzutiello. On the
last item on the table on page 18 says, "Film type
change."” The involvenent isn't specified. |[|s nedica
physi ci st invol venent optional ?

| would like to suggest that be changed to
oversight for this reason. I think that the nedical
physicist needs to be involved whenever the dose or
the image quality can substantially be changed.
Changing the type of filmis, | think, one of those
ci rcunst ances.

For exanple, if a cassette is replaced and
you use a different screen speed up above, it says

that medical physicist oversight is involved and |
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agree with that. | think that if the film type is
changed, the exact sanme changes can occur and | would
reconmmend that nedical physicist oversight replace
what's currently witten which says nedical physicist
i nvol venent optional .

Simlarly, on the followng page under
processor, when new operating levels are established
that is very frequently in ny experience a tine when
dose in particular will change and will go up. Rather
t han have nedical physicist involvenent optional when
new operating levels are established, | would like to
see it say nedical physicist oversight.

There are two instances under processor
where that occurs. One is in the second row where it
says "chemstry type" leading to new operating |evels.

Ohe is the next to last one, "repl eni shnment
adj ustnent | eading to new operating |levels."

In other words, if the operating |evels
are changed, then the docunent would recommend that
you at |east consult with your nedi cal physicist.

The last comment is under X-ray Unit where

it says, "Hi gh voltage generator replacenent. Medical
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physi ci st conducts evaluation in person.” | think
that is exactly correct.

Ri ght above it, though, it says, "High
vol tage generator adjustnent.” l"'m not sure |
understand what that neans and how that's different
from kVp internal adjustnent where it's oversight. I
woul d suggest deleting that entire row.

| f you repl ace t he whol e vol t age
transfornmer or high voltage system then the physicist
comes in person. Anything else | would consider to be
an internal adjustnment and nedi cal physicist oversight
woul d be sufficient.

DR FI NDER: So let me -- for the high
vol tage generator adj ust nent you would suggest
oversight instead of in person. |Is that correct?

MR PI ZZUTI ELLO.  Yes.

DR FINDER Ckay.

DR MONSEES: Ckay. Are there text
changes that acconpanied these recommendations of
changing from invol venent optional to oversight that
we need to go back and take a | ook at?

DR FINDER  No.
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DR MONSEES: | thought there was one
about operating |evels.

DR. FINDER  Maybe you're right.

DR. MONSEES: Isn't there one?

DR FI NDER | wouldn't swear by it but I

think it's in a different section.

MR Pl ZZUTI ELLO | think | have that
noted sonewhere else. You're right. It is nmentioned
sonmewher e.

DR MONSEES: | renmenber reading it but
maybe it's in the policy guidance system That's
where it is. That's sonething that's already been

t hrough the system W may have to go back and nake
some changes on that. Ckay. W'll do that in a
m nute then because we're al nost done with this.

MR. MOBLEY: | have a question while we're
on this table.

DR MONSEES:. Yes.

MR MOBLEY: It's wunder the collimtor
section. For collimator replacenent the nedical --

DR MONSEES: What page are we on? I'm

sorry.
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MR. MOBLEY: The sane table.

DR. MONSEES: Wat sane table?

MR. MOBLEY: 18 on the --

DR MONSEES: Collimator. Yes. Kkay.

MR,  MOBLEY: For replacenent it says,
Medi cal physicist conducts evaluation in person.” For
adj ust nent it j ust says, " Medi cal physi ci st
oversight.” | guess | would |Iike maybe Bob to comrent
on that a little bit. Does he feel Ilike that's

appropri ate?

\%Y per spective or hi story S t he
adjustnent of collimators, we have seen sone rea
difficulties in service personnel being able to do
t hat . At | east sone service personnel being able to
do that adequately. | guess it's a judgnent call so
"' m asking Bob to give us sone feedback.

MR Pl ZZUTI ELLO Bob Pizzutiello. I
think that the adjustnent of <collimators can be a
tricky thing to do but it's not very tricky to know if
t he adjustnment was successful or not. The reason why
| think oversight is appropriate is that after the

collimation adjustnment is nade, the service engineer
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consults with the nedical physicist. The nedi cal
physicist would typically say, "Follow this test,
shoot the filnms, and send themto ne and I'll |ook at
them " It's very obvious if the test has past or
fail ed.

Add to that the fact that if it's off by a
little bit, there is not a serious consequence to the
patient. So it's one area where even if it needs to
be tried one nore tine to inprove it, there's no
serious consequence to the patient. | think it's okay
wi th oversight. Thank you.

DR. MONSEES: Ckay. Any other comments on
this table? Al right. W have left Infection
Control and Medi cal Qutcones Audit.

DR YOUNG | had a coment. Don Young.
| wondered when we talk about blood and potentially
infectious material, we are to docunent cleansing of
the unit. | wonder about the wi sdom of including the
cleansing nethod used and docunent the use of any
specific anti-mcrobial agents. I had sone anecdota
experience where that would have been inportant to

have been in the docunentati on.
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DR MONSEES: This is sonmething that has
been discussed nunerous tines on the panel and wth
public speakers, etc. It's ny recollection that we
usual | y say accordi ng to t he manuf acturer's
recomendations or policies that are in place in the
facility or in the state. Do you want to comment on
that, Charl es?

DR FI NDER I think in the regulation
itself it does talk about what has to be stated as
part of the SOP that they do so that they don't have
to necessarily each tine they do it restate what
they've done as long as it's in their SOP of what they

are going to do so, yes.

DR YOUNG That was the thrust, |
bel i eve.

DR FI NDER | think that's kind of
covered already. | think the major point here is to

bring out the point about the difference between just
general cleaning between patients and those conditions
in which there is contamnation wth blood or
potentially infectious materials.

DR MONSEES: In which case each time it
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has to be docunent ed.

DR FINDER Correct. |In that case it has
to be docunented. You would be |ooking at procedures
that could be nore involved than the ones that are
used just between regular patients.

DR, MONSEES: Ckay. So the last part is
the Medical Qutconmes Audit. Do | have any comments
there or any others in this entire docunent? Go back
and | ook through your pages if you would, please, and
see if you have any annotations before we conplete our
comments on this.

MR, MOBLEY: M ke Mobl ey.

DR MONSEES:. Yes.

VR, MOBLEY: Much as we discussed earlier
regarding inspector outconmes and as was nentioned in
our public comment period, we talk about the nedica
audit outcone, nedical outcone audit. It would seem
like if we are requiring this data to be kept and it
woul d seem that the data could be useful in terns of
eval uati ng the process.

| understand it's a sensitive, or nmaybe

nore sensitive than the inspector information, but it
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just seens like it would be a very useful thing to
have this data collected and evaluated so that we
coul d understand are we inproving the nedical outcones
with this process.

Do we have grossly varying outcones across
the country and, if we do, can we explain it or does
that nmean we need to focus on a particular area to
deal with whatever problemcould be found?

| guess |I'm saying it seens like we are
requiring this data to be kept at the local |evel but
we're not doing anything wth it beyond that. It
would seem like it would be very useful or could be
useful information.

DR. MONSEES: | think this pertains to the
comments that Dr. Destouet, that the two letters that
were sent commented upon.

MR MOBLEY: Right.

DR, MONSEES: I think it wll be dealt
with in the discussion this afternoon regarding
per sonnel conpetency. I would like to have the
di scussion of this at that tine. | think there are

some conpelling reasons why it's difficult to |ook at

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

118

data and nake any sense of it. Let's hold that
di scussi on for when we di scuss personnel conpetency.
| just have one other question. I s Pam

W/ cox-Buchalla here or is there sonebody to talk

about --

Is there a table in the ACR nmanual that
perhaps facilities are referring to? I can't
r emenber, Ms. Buchal | a, regarding the medi ca

physi ci st involvenent in equipnment repairs? Mybe M.
Butl er can comment fromthe ACR

Is there sonmething about the involvenent
of when the physicist should cone out? Is there a
table like that in the ACR nmanual, the new quality
control manual? Wuld it be consistent with this? |Is
it sonething that facilities need to be notified about
or anyt hi ng?

VS. BUTLER: This is Penny Butler,
Director of the Breast Inmaging Accreditation Program
at ACR There is a table in the QC manual which is
basically a summary of the equi pnent MXA requires for
manmogr aphy equi pnent eval uati on.

However, we don't have a table like the
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one that has been discussed here for when the
physici st does cone out. | think that table is a good
supplenent to the information we do have in the
manual .

DR MONSEES: So there's no disparity
between the <current manual that's out there for
distribution and people are looking at and what is
going to be in guidance?

M5. BUTLER: Not that |'maware of at this

DR, MONSEES: Ckay. That's what | just
wanted to check to make sure people weren't getting
m xed nmessages. Thank you.

W do want to try and break before noon if
we can for lunch so that people can check out so we
may need to carry this over. If we don't finish this
before lunch we wll continue afterwards. | do want
to address the nodification of the Policy uidance
Hel p System This was the other docunent that you
received in advance of the neeting, Mamography
Quality St andar ds Act Fi nal Regul ati ons and

Modi fications to Policy Guidance Hel p System #1.
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The Policy Help CGuidance System is
excellent and | really think it's a wonderful resource
for facilities. Those of you who aren't famliar wth
this should take a look. It really is excellent.

So there are sone changes that have been
inplemented and | think that one of the things we
discussed is in here. Let's quickly 1look through
this. Does anybody have any comments on these changes
that probably are already on the web, right?

DR FINDER  Yes.

DR MONSEES: They're already there. Not
to say that they couldn't be fixed.

DR FI NDER: Let me just give a little
brief history on this for the people who aren't aware
of how the guidance process works. Qui dance is
devel oped within the division. It goes out either as
a proposal if it's a "Level 1" type of guidance
indicating that it's new or controversial. O it can
go out as Level 2 guidance those things that are
rel atively m nor changes.

Once these things go out as being officia

they are incorporated into our policy guidance help
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system which is a conputerized, for want of a better
term search engine in which you can find all the
gui dance related to various topics.

That has been populated over the years
with the guidance that we've issued but as tine goes
on we noticed that there is a need to update or change
some of the guidance and this docunent is an attenpt
to do that.

W basically refer to the actual question
that appears in the policy guidance help system Ve
give the old question as it was witten and the change
that occurred so that people are aware of what has
been changed.

DR, MONSEES: That's good. So you can
access this docunent on the web site or, if you
download the newest version of the Policy Help
Qui dance  System this wll already have Dbeen
i ncor por at ed.

Oh page 16 and 17 this 1is the new
operating |evel. Did you want to | ook through that
and see whether this --

MR Pl ZZUTI ELLO | already have this

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

122

mar ked. It's Bob Pizzutiello. On the bottom of page
16 where it tal ks about establishnent of new operating
levels, | would suggest that the phrase we inserted
that says, "Due to the conplexities associated wth
reestablishing operating levels that nedical physicist
oversi ght shoul d acconpany change of operating |evels.

DR. MONSEES. So on page 17 where it says,
"FDA recommends the facility consult,” that's where
you're going to put it, right?

MR PI ZZUTI ELLO.  Yes.

DR MONSEES: | know. That's why |'m
telling you. 1It's on a different part. Qherw se you
woul d have conflicting recomendations of the FDA
FDA recommends the facility consult with their nedical
physi ci st.

MR Pl ZZUTI ELLO.  That essentially is what
nmedi cal physici st oversi ght neans.

DR.  MONSEES: But should we use the word
oversi ght?

MR, Pl ZZUTI ELLO | would like to use the
wor d oversi ght.

DR MONSEES: If that's the term that's
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used in the table, | think it's appropriate to be
reflected in this text.

Are there any other comments about this
Policy Help Quidance Update? Yes, sir. "1l get you
in a mnute.

DR N SH KAWA:  Bob N shi kawa. On page 10

when they talk about education requirenments for the

nmedi cal physicist, this is four lines down in the
answer . It says, "You'll need to denobnstrate that
you' ve acquired sone credits in digita
manmogr aphy. . ." Wy does it say sone? The ot her

sections, the techs and the radiol ogi sts have si x.

DR FI NDER It conmes down again to the
regul ati ons. In the regulations for the radiologic
t echnol ogi st and the interpreting physician, it

specifically states six CMEs. Wereas for the nedica
physicist there is no specific nunber stated.

It just says that you have to obtain
credits in this. That's why we couldn't -- well, we
certainly could recommend but we couldn't require a
speci fic nunber because it's not in the regul ation.

DR MONSEES: | had a question about that
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regarding whether it nakes sense that sonebody could
act as a nedical physicist for a facility that has
acquired digital equipnent if they, in fact, don't
have the experience. It seens to ne that the facility
woul d | ook to those people to have sone know edge.

DR FI NDER well, first, we're talking
here about the continuing requirenent.

DR MONSEES: Right.

DR, FI NDER The initial requirenent is
set. They do have to neet the eight hours so they
will all have their initial training net before they
can provide services for full-field digital

The issue cones down in ternms of the
continuing requirenent. If we're talking about
setting a specific nunber, we would have to go in and
change the regul ati on again

DR, MONSEES:. Ckay. Yes?

DR N SH KAWA: I would urge you to
consi der changing the regul ati ons, particularly
because digitals is going to be continuing changing.
If you're not up to date, you're not going to be doing

your j ob.
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DR.  MONSEES: Yes. W may be addressing

this this afternoon but go ahead, please.

DR. CHAKRABARTI: Kish Chakrabarti. Since
| wote the regulation, | want to clarify a little
bit. The regulation was witten on the basis of

screen-film system and a |lot of physicists said that
they are already working on digital system and they
are getting experience. Wy can't they not use that
continuing education wunit to apply to screen-film
system

At that tine the commttee thought that's
a good idea. |If when we talk about digital we exclude
any continuation that is at wirk to screen-film
system then we certainly need to discuss.

DR. MONSEES: Thank you. "1l go back to

you. Did you have a coment ?

MR MOBLEY: Yes. |'"ve got two comments.

Page 17. The question is the facilities that have

closed but are still certified. The last statenent in
that section states, "FDA -- wait a mnute. |'m]|ost.

DR MONSEES: What section are we talking

about ?
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MR MOBLEY: I"m | ost. l"m | ost. Sorry.

The | ast st atenent.

DR FINDER Wi ch page?

MR,  MOBLEY: Page 16. |"ve confused
nysel f. Let me start over. We're tal king about
closed facilities. It states there, "Upon receiving

this information DMJQRP will work with the ACR and

State Accreditation bodies to verify whether a

facility is no | onger perform ng nmammogr aphy.
DMRP  w || then delete the faci
certification once their accreditation body

updated their database. It would seem like

lity

has

if a

facility is closed and you've gotten that information

that you would termnate their certification period

and not wait on their accreditation body.

What it says is you're not going --

even

if they're closed you're not going to termnate their

certification until their accreditation body says to

termnate their certification

DR FINDER. This is a procedure that

has

to go through our databases or link to theirs. W get

data from them Party of the issue here is
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confirmation that a facility is closed. W' ve had
di scussions with the various ADs about this.

It is not inpossible for us to hear from
sonebody that a facility is "closed" when it really
isn't. It may not be operating over a certain period
of time and the tech may think it's closed or the
inspector may think it's closed but the facility is
actual ly planning on reopening at sone point so there
has to be an investigation that goes to confirm that
this facility actually is closed.

W have had discussions, especially wth
the Anerican College of Radiology about setting up
procedures to deal with it. The way we've cone about
this is to say the accreditation body wll take the
lead on confirmng the closure of the facility. Once
they confirmit, they will put it in their database.
It automatically then is sent to us and that starts
t he process.

If we do it the other way, it becones nore
confusing so it's just a nethod that we've devel oped
to deal with this. | don't think it practically nmakes

a difference. If a facility is closed, they will get
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their accreditation termnated and their certificate
termnated but it's just a matter of the procedures

that we use. That's all.

DR MONSEES: Did you have a second
coment ?

MR. MOBLEY: Yes, but it's on a different
ar ea.

DR MONSEES. Gkay. Do you have a comment
on this particular area? Al right. | think we're

getting perilously close to 12:00 and people want to
check out. W are going end up discussing this --

You want to make a quick comment? Go

ahead.

DR MENDELSON: El l en Mendel son. Wth
respect to the specific credits for I magi ng
nodalities, | think that the ACGWE as the accrediting

body of continuing nedical education courses should
just be notified that it would be a good guidance for
them to notify program directors to organize the
material for breast imaging with specific annotation
as to what credits are appropriate to what. That's

t he agency of the AMA, the ACGVE
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MR, MOBLEY: |"ve personally spoken with

them |It's a process that has to --
DR. MENDELSON: It goes.

MR MOBLEY: Yes.

DR. MONSEES: kay. How about if we break
for lunch and then we'll take additional comments and
have additional discussion on this particular docunent

which we are not yet finished wwth. How nuch tine do

we want? Let's see here. It's 10 to 1:00.

if we're back -- I'm sorry, it's 10 to 12

How about

00. How

about if we're back at 1:00. Does that sound good?

See you then.
(Whereupon, off the record for

11: 50 a.m to reconvene at 1:00 p.m)
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AFT-ERNOON S ESSI-ON

(1:06 p.m)
DR MONSEES: Good afternoon. | think
we'll get started. W're going to continue now wth

the discussion about the nodifications to the Policy
Qui dance Help System | know that there were sone
addi ti onal conments.

VW left off with you and | think you
want ed to make anot her coment.

MR MOBLEY: Yes. MKke Mbley. This is a

coment . It's page 17 on the original docunent we
had. It's in the section, "Reestablishing Processor
Qperating Levels Over the Five-Day Period." The | ast
sentence, "FDA recomends that during the five-day

averaging period, the facility daily perform and
evaluate a phantom inage as a neans of nonitoring
image quality.”

| just felt like -- and | guess the answer
to this is it's not in the regul ations. I just felt
like that was really a thing that should be done just
as a routine and that just recommending it seens |ike

we're saying, "FDA is saying we reconmmend you do
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this."

It doesn't get the real thrust that |
think it probably deserves. | don't know that you can
do anyt hi ng. I just felt like it needed a stronger
reconmendat i on. Maybe "strongly recommend.” Thank
you.

DR MONSEES: What do you think, Charlie?
Is there a stronger way to word that?

DR. FINDER W can certainly ook at it.

DR.  MONSEES: Ckay. How about any ot her
comments on the nodifications? That was a short one.
W could have done it before |unch. So we are done
with this docunent?

MR. MOBLEY: That's it.

DR MONSEES: Any other further coments
anybody nulled over the draft guidance that we did
bef ore? Any other last changes to that that you
t hought about during lunch on the panel? GCkay. Then
| think we are going to nove on to the next topic
which is one that we touched on this norning several
times. W'|ll be starting to hear first from Dr.

Finder on the FDA's role in evaluating personnel
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conpet ency.

DR FI NDER Before the commttee begins
discussion | wuld like to give sone background
information to place the nmatter of per sonne
conpetency in context.

Under MXBA FDA has authority over
manmography facilities, not the individual personnel
within the facility. For exanple, when a person is
found not to have net one of the personnel
requi renents, the facility, not the person, is held
responsi ble and is cited.

In addition, once a person neets the
qualifications as specified in the regulations, he or
she is considered qualified to provide manmography
services to a facility. There is no other regulatory
mechanism to judge the conpetency of personnel
provi di ng manmogr aphy services once t hey have
denmonstrated that they nmet the requirenents.

Wen the interim and later the fina
regul ations were being devel oped, FDA considered two
different nechanisns for determning when a facility

could use a person to provide mammogr aphy servi ces.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

133

The first was to require certain |evels of
speci fic mammography training and experience which
woul d give a reasonable assurance that the person was
conpetent to provide mammogr aphy servi ces.

The second was to require that personnel
pass sone form of conpetency test. These two
approaches were discussed with the original nenbers of
this commttee as well as put out for public coment.

The majority of coments that FDA received
on this issue were opposed to the inplenentation of
conpetency testing as part of the regulations.
Reasons given included that no conpetency test existed
and that the current requirenents were adequate.

It was also suggested at the tine that
medi cal audit data could be used as a neasure of
physi cian or personnel conpetency. Both the NMQAAC
and nost of the public commentors stated that it was
i nappropriate to require the collection or release of
audit data for such a purpose.

Reasons given at that tinme included
variations caused by different patient popul ations,

different ways of performng audits, and that the
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results would not be statistically significant for |ow
to noderate volune facilities.

The end result was that while the concept
of conpetency testing was attractive, no such test
existed, nor was there a reasonable |ikelihood that
such a test could be devel oped in the near future.

FDA, therefore, inplenented the first approach, nanely
requiring certain levels of specific mamography
training and experience.

In the wvast mgjority of cases this
approach has worked well. However , we have
encountered a small nunber of situation where a

problem is detected in a facility due to a personnel

i ssue. These personnel neet our requirenents.
However, there still may be problens wth physicians
interpreting manmogr ans, technol ogi sts perform ng

manmogr ans, or physicists conducting surveys.

Il would like to describe two exanples
illustrating the problem The first involves a
situation where a facility continues to fail the

accreditation body's review of clinical inmages despite

havi ng gone through various corrective action plans.
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Wiile we have prevented these facilities
from providing mammography services during this
process, individual personnel could be providing
services at other facilities.

I n addi tion, mul tiple physi ci ans,
technol ogi sts, and nedi cal physicists may be providing
manmogr aphy services at the problem facility and this
can lead to difficulty in determning who anong the
personnel at the facility are responsible for the
probl ens.

The second exanple deals with a situation
that has recently cone to |ight. A facility that
participated in a state program providing services to
underserved populations was identified as being a
significant outlier on the basis of its nedica
out cones audit data.

It's inportant to renenber that this type
of data is not collected by FDA or the accreditation
body and was available in this case only because the
facility participated in the state program

Further investigation by the state that

included a review of clinical i mges suggested
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multiple problens at the facility. This then led the
state to initiate a patient notification program not
only at this facility but at all the facilities where
t he i nvol ved physici ans interpreted nmanmograns.

FDA would like the <commttee's input
regarding if under MXBA it is appropriate for FDA or
states to inplenent specific actions regarding
personnel conpetency outside of our current facility
based program

DR MONSEES: Any questions before we
begin the discussion specifically for Dr. Finder on
this issue fromthe panel ?

Yes.

DR, IENDELSON: El l en Mendel son. What
exactly were the problens that were identified with
respect to the decisions and their interpretations?

DR FI NDER: Wll, that's a very good
guesti on. Sonme of the details about this when they
started investigating this facility, the first thing
they cane up with was the fact -- and I'Il preface all
these things with allegations at this point.

As part of the program the facility was
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supposed to be doing clinical breast exans which they
were charging the state for. One of the allegations
is that they never perfornmed these clinical exans and
the issue of fraud was brought up.

In addition, the state went in and
exam ned a sanple of filnms fromthis facility. Again
the allegations are that the inmage quality was poor,
significantly poor.

The other issue was, nentioned in what |
said before, that there was significant outlier in
terms of their audit data. There are sone allegations
t hat question whether these nmamobgrans were even read
appropriately. There are a whole bunch of
al | egati ons.

From our standpoint the major one that we
were concerned about was the clinical inmage quality
and the allegations of m ssed breast cancers.

DR, MONSEES: Ckay. Wth that, | would
like to open for a panel discussion regarding sone of
t hese things. Keep in mnd that we've already heard
fromDr. Denpsey who is a nenber of the panel who felt

that it was the ABR that was the best organization to
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review at |east physician conpetency and suggested
t hat a neeting be convened ©perhaps including
representatives from the ABR, the ACR the FDA and
the SBI regarding whose responsibilities and possibly
strategies for inproving interpretive skills, at
| east.

Dr. Dorsey, who previously -- was he a
menber or was he a consul tant?

DR. FINDER He was a consultant.

DR, MONSEES: -- consultant had witten
agai n t hat t he saf eguar ds regar di ng physi ci an
conpetency have been in the witten and oral boards
and then certain requirenents by the FDA in order to
becone an interpreting physician.

That he was concerned about wusing audit
data -- we've heard the sanme coments from Dr.
Destouet -- as a neasure of conpetency. And that
there are other issues surrounding this regarding
whether a test would actually be a good neasure,
whet her audit data would be a good neasure because
there's so nmuch variability depending upon what type

of denographic are in that area or |l|ots of other
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considerations that would affect the interpretation of
t he audit data.

Then the question of a test done. Dr.
Dorsey Dbrought out that there were approxinmately
20,000 interpreting physicians in the United States.
Even if we had a test right now, it wuld be very hard
to apply that test to 20,000 individuals.

Wth those things in mnd, let's hear from
panel nenbers regarding their thoughts on this. Then
Il will turn to sone of the people in the audience to
have them comment again. Wo would like to start?
This could be a very short discussion

MR MOBLEY: | think this is the point |
would bring up ny comments earlier regarding the use
of the nedical audit outcone and suggesting that
information could be gathered and used nuch as the
information that we were talking about earlier
relative to inspectors.

Qovi ousl y you under st and t hat it's
difficult. | nean, it's not like the optical density
or sonme of these other things where you can just sit

down and say if it's outside this, you ve got to do
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sonet hi ng. But it certainly can be wused as an
i ndicator for further evaluation and you can determ ne
is this a valid outlier or is there a real problem
her e.

| think it could be used and utilized in
t hat sense. It also could be utilized, and | just
thought of this as Dr. Finder was reading his
information there, it could be used as an information
tool for facilities thensel ves.

How does a facility know where they stand
when they collect this information? They only can
measure against thensel ves. They can't neasure
agai nst anybody else unless they just happen to know
sonmebody and call old Joe over here and say, "Joe,
what does your information |ook |ike?" Then they' ve

got two points of neasure, not a very good nethod for

conpari son.

DR MONSEES: In fact, there are bench
marks that are out there that are published. In fact,
one of themis in the BiRads Illustrated Atlas. There

IS an expl anati on for an audi t and wher e

recommendati ons for bench narks are.
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An individual practice can if they produce
either a sinple audit or conplicated audit, they can
bench mark thensel ves against the published literature
and agai nst sone expected standards. Those things
exi st.

DR FINDER Ckay.

DR, MONSEES: Then there are lots of
things that have to be factored in so that one
practice nakes sure that they are conparing their
appl es agai nst other apples rather than appl es agai nst
or anges.

|"ve seen all too many practices conpare
their screen and diagnostic data to screening data.
In fact, this panel discussed whether or not the FDA
should mandate separating screening from diagnostic
dat a.

As | recall, the FDA does not stipulate

that a practice needs to separate their screening data

from their diagnostic data. If that's the case, one
cannot conpare one practice against another. It would
be totally useless. | can't conpare what ny yield is

in a screening population to sonebody else's yield if

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

142

they don't differentiate.

| think without a certain infrastructure,
us all collecting the sane thing, we can't start to do
this. I think there is a lot of benefit to having
some voluntary collection of this data and then
conparing this to the National Mamography Dat abase.

Did you have your hand up, Dr. Mendel son?

DR.  MENDELSON: | did. You said nuch of
what | wanted to say also. | do want to say, too,
that many of the CME courses that are given and are
required by MXA cover that topic, how you eval uate,
what you're doi ng, reasons why cancers are m ssed, how
to overcone them

All of those things and then your own
statistical self-audit and how to do it are topics for
di scussi on. I think that at alnost every neeting
including the major national neetings, the Radiologic
Society of North Anerica who has refresher courses,
that deal specifically and in detailed fashion wth
t hese topics.

| think that no physician, no radiol ogist

who reads mamobgrans wants to mss breast cancer.
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There is nothing in it for themto do that. There is
a commtnent to patients not to do that. It's the
outlying facilities that Dr. Finder has brought in to
exenplify the need to address a problem in rare
instances that | think we are looking at. W are not
| ooki ng at everyone.

The other point that | would like to nake
is that there's no precedent in governnent regulatory
statute and policies for licensing of physicians. In
fact, if there were sone federal way of Ilicensing
physi ci ans, sonme of the state boards of nedicine and
the way that the license to practice as a physician
and surgeon mght be nore efficiently done and wth
some consi st ency.

But it's not there. Wy would we pick out
manmogr aphy to start this? The enor nous
infrastructure that would have to be erected to dea
wi th such a thing would be al nost inpossible to do.

W have the American Board of Radiology, which is the
specialty board in the requirenents, that enable you
to interpret manmograns initially.

W request board certification. Board
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certification before you becone eligible requires that
you go through a certain residency program which
contai ns breast imaging as a dedi cated subspecialty.

There is specific oral board exam nation
in breast i1maging which board certified radiologists
take and have to pass. |If they don't, there are other
things that need to be done and they need to cone
back.

Recertification or mai nt enance of
conpetency is nmandated by the Anerican Board of
Radi ol ogy, | think, after 2004. In the future the
certification will be tinme limted. | think any
additional regulation is fraught with problens and
built into the entire MXBA legislation is the
eligibility and nmai ntenance of conpetence.

| think we have it there. Beyond that it
IS punitive. I think Dr. Destouet brought up a very
i mportant point before. Wat we want to do is assure
the accessibility of high quality mamrography.

W don't want to do bad mammography but we
want wonen and there are many wonen throughout the

country who want to have mammograns and feel that it
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is sonething that should be provided as a public
health service and for their own protection. W don't
want to reduce the accessibility.

The regulations in terns of the economcs
are costly to conply with in conjunction with the
limted reinbursenent for screening and diagnostic
manmograns that we have now As Dr. Destouet
nmentioned, there is a novenent afoot on the parts of
departnent chairnmen of radiology departnents to | ook
at how mammography fits into all of the services that
t hey provide.

There is not high notivation to continue

these services. They are, as Dr. Destouet said, "lost
| eaders.” I think that any further regulation of
physi cians' practice is an inpedinent. Any further
i npedi nment woul d i nperi | t he accessibility of

mamogr ans t o womnen.

DR, MONSEES: Thank you. | agree wth
that. | really do.

Yes.

DR | KEDA: Debra | keda. | wanted to say
that | think everybody in the room obviously wants
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hi gh quality manmmography studies for all wonmen across
the nation. What Dr. Finder described as the
situation is of a great concern to hinself, FDA and
to everybody in this room

Regardi ng our decision and our discussion
today, | think we have to think not only about this
outlier which is an extrenely concerning case, but we
have to think about mamography access for wonen all
across the nation because we are thinking about
sonmething for every woman in the United States.

Specifically manmogr aphy facilities'

expectations of thenselves are high and the FDA has

hi gh expectations of all radiologists because MXA
regul ates that. As such, all facilities have rather
hi gh cost. Now, as part of that cost radiologists

t hensel ves must know how many positive nammograns
there are and the outcones of those positive
nmanmogr ans. That is inspected on a yearly basis.
Those data have to be given not only to the group but
also to the individual radiologist and the inspectors
have to see this yearly.

Now, there are benchmarks for that, as Dr.
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Mendel son and Dr. Monsees said, the quality in terns
of manmogr aphy. This information is currently
confidential and it's extrenely useful to the facility
because they can use that as a quality inprovenent
t echni que.

For exanple, if one radiologist is calling
back too many people and their biopsy rate doesn't
show as nmany cancers as you woul d expect, there has to
be a reason for it. Each facility nmust |ook at that
data and that is extrenely inportant. It's also
inportant that everybody understands that is being
obt ai ned every year.

Now, if you're going to try and apply that
to the entire nation, it could be very difficult and
the reason it can be difficult is because, as we've
heard before, different facilities are different.

Sonebody who does only screen nmammography
with very few cancers nmay not have as nany cancers as
another facility. For exanple, Dr. Destouet, | heard
this norning, does 100, 000 manmogr ans.

Congr at ul ati ons. You nust be very tired

at the end of the day.
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At ny facility we do about 10, 000
manmograns a Yyear. Now, if you took Dr. Dorsey's
nunber, 6 to 8 per 1,000 or I think he said 4 to 6 per
1,000, you woul d expect about 60 cancers per year. In
10, 000 mammograns we have 450 new cancers and that's
because we are a facility that has a population
heavily weighted wth cancers because we are a
referral facility.

Does that nmean that ny audit data is going
to show that |I'm biopsing too nuch because al nost
everybody that walks in ny door nmay have cancer
because of their risk factors. Does that nean that
the person who is doing screen mamography in a
popul ation of very young wonman, | think 40 is young,
have a different biopsy rate. Does that nean that
that person is doing a worse job than ne?

| think that if you start to audit your
data wthout taking 1into account these varying
popul ations and then try and apply one type of audit
to every single facility, we may not be doing the
American public a very good favor because there's

different ways of doing audits and there's different
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ways of doing statistics and they may not Dbe
meani ngful for that facility.

| think the way that FDA has suggested
doing this in getting the data and then making each
facility do their peer review process is inportant.

The one thing that | was concerned about
is what Dr. Finder said. He said that the clinica
i mges were poor and that this audit data showed that
they weren't getting good inmages.

It makes ne wonder if they weren't getting
good inmages and then they couldn't see the cancers.
As you know, mammography interpretation really is sort
of an art. It's hard to see the little tunors and
it's not |ike black and white.

My concern is two-fold. One, the data
that is collected if it is decided to do sone sort of
conpetency with audit data is that those data nay not
be nmeaningful. Second, |I'm concerned that the cost of
manmogr aphy are already very high. Many places have a
di sincentive to do mammuogr aphy.

In fact, one of the reasons places do

manmmography is to try and get contracts with HM3s.
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I"'m just trying to be realistic. If the cost of
manmogr aphy keep going up, and sone of it has to do
wth either trying to increase conpetency by testing
or sonme other neans, | have no idea, or another audit.
Then |I'm concerned that's going to limt
access for all wonmen in the United States because

people may not end up doi ng manmography because it's

starting to cost them so nuch. That is ny great
concern. I don't want to |imt access to wonan
because of sonmething that we do here. | would like to

do sonet hi ng neani ngf ul .

DR MONSEES: Yes.

DR N SH KAWA:  Bob N shikawa. | think at
this time since there's no way of evaluating personne
conpetency, there's no reason we should -- MXA should
t hi nk about doing that. On the other hand, | think
there's a great need to do that and there should be
sonmeone trying to figure out how to do that. | think
the argunments presented that try to describe ways
peopl e can do that now are inadequate.

For exanple, conparing your MXBA audit

data to published data is one way you could do that.
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At the sane tine people have present argunents today
that you can't take audit data from different places
and conpare them because it's apples and oranges so |
don't see currently a way of doing that. | think in
the context of this commttee and this discussion |
don't see any point of doing it.

DR MONSEES: | think that it is possible
to learn from the audit data as long as you realize
that you could have variances fromit. |If you |ook at
the published articles that are out there and the
range of where you mght want to be, certain measures
that you can wuse of your success, whether it be
sensitivity if you have access to get sensitivity
dat a.

This, of course, is not required by MXBA
but we're tal king about just review ng your own audit
data or wusing surrogate neasures. One can | ook at,
for exanple, the average age of their population and
whet her worman have been screened before and what
percentage are and use that to see where you mght fit
conpared to published data.

There are ways that one can do that. It's
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very labor intensive to do that. If there were a
nonitoring organization, it wuld take a huge
commtnent of very know edgeable people to be able to
| ook at other people's audit data and see where does
it fit.

| think if there's an internal conmtnent
in an institution and know edge and wunderstandi ng,
then | think you can nmake sense out of |ooking at
ot her benchmarks and conparing vyourself to those
benchmarks. | think it's certainly possible to do.

DR NISH KAWA:  |Is it worth putting in the
gui dance that it's recomended that people do that
t hen?

DR MONSEES: The only thing that MXA
stipulates right now is that people collect their
outcone data on their positive nmanmograns. Sone of
the things that we're talking about that are quality
nmeasures that good practices are using they are doing
entirely on their own on a voluntary basis which we
al | appl aud.

That IS, looking at their screening

popul ation, their call-back rates if they don't have
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access to sensitivity data, surrogate neasures. None
of those things are, in fact, even in the M¥®BA
regul ati ons.

When Dr. Dorsey specifically talked about
the PPV-3, the reason he addressed that was because
that's the audit data that MXSA basically asked you to
do. O the patients that you sent a biopsy, what
percent are cancer.

The reason that he nmade that point is that
you can |l ook at two practices where sonebody's got all
big cancers and sonebody's got little cancers and if
there are fewer little cancers in one practice than
the other, even though there are nobre cancers, it
doesn't nmean they are doing a better job just because
t hey have nore cancers.

Wth what FDA asks us to collect now you
can't do the highest neasure audit. That we all know.
I think that if it comes fromwthin and if through
education and voluntary participation, one can achieve
a higher level than is even expected now from MXBA
Dd | make nyself clear?

DR N SH KAWA: Yes, that was perfectly

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

154

clear. |I'm asking whether in the guidance we can nake

recommendati ons that people collect these other data

that will allow them to analyze how they are doing
better.

Right now I|I'm assumng the audit is
collected -- I'm not sure why it's collected since

nothing is done with it other than sonmeone |ooks at it

and --

DR. MONSEES: It's not collected.

DR N SH KAWA: | nmean collected wthin
the clinic. However you want to describe that. Not
col | ect ed.

DR MONSEES: Right.

DR N SH KAWA: But then an inspector
comes and sees, yes, they have that nunber and that's
the extent of it.

DR MONSEES: No. Actually, there's an
audi ti ng physician according to the regs. There's an
audi ting physician who needs to review the data and
report back on the facility as a whole and to each
i ndi vi dual radi ol ogi st who IS an interpreting

physician regarding their perfornmance. There is
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sonmebody responsi ble at each facility.

DR NI SH KAWA:  But that nunber, according
to Dr. Dorsey's argunent, is very difficult to
interpret.

DR MONSEES: It is if you take it in
isolation but if you take it in the context and with
under standi ng of the process and what it neans to that
individual facility, | think it's quite nmeaningful.

Yes.

M5. HAWKINS: Patricia Hawkins. Wen this
question was nmiled out, of course, it's very
di st ur bi ng. I'"ve given a lot of thought to it and
actually in terns of conpetency and so forth.

| have spent ny first 16 years in public
health as a public health mcrobiologist in a very
hands-on profession and one can pass a conpetency exam
and appear conpetent on paper, but sloppy techniques,
techni cians who don't take the tine, persons who just
are just unethical, it appears to nme where our problem
may be surfacing.

| think that facilities have to be held

liable for the folks they hire. It is the facility's
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job to oversee, to supervise, and to know when folks
are not doing what they should be doing.

| have worked, as | say, in hands-on and
have seen nmany m crobiologists, a very specialized
field. | know that from an exam standpoint certainly
they would cone out with flying colors, but to see
their techniques on the bench, to see them at the
m croscope, you should review a slide and do so many
ups and downs and they are taking short cuts.

Those are the types of things that have to
be overseen from within that facility. I think once
facilities realize that they are going to be
thensel ves held responsible for this, that perhaps
their accreditations may be jerked because of this and
they will see it froma different |ight and so forth.

It's a difficult question but as in any
industry, you're going to have bad seeds that are
going to cone in. | think, too, when we get to
probl enms where persons are handcuffed and taken off to
jail for Medicaid and Medicare fraud, sonetines that
is away to clean up the business and so forth.

| just think it goes back to the facility
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and their responsibility to be responsible for the
peopl e that they have hired to do these jobs.

DR MONSEES:. Yes.

DR LEE: Any Lee. | have two kind of
di sjointed cooments and a question. The first comrent
is about the outcones data. | agree with the folks
who said it's like conparing apples to oranges when
you are trying to conpare across facilities.

However, in the business world they also
use benchmarks and one way of using the outcones data
is conparing it against your own benchnmarks, the
process of continuous quality inprovenent where you
try to get baselines and try to constantly inprove
your quality.

This way you mght be able to use the
outconmes data at | east internally to try to
continually increase your quality of your work. That
was the first comment.

The second comment has to deal with the
access i ssue. | was pretty disturbed by the comments
that Dr. Finder had about the two incidents. One of

the reasons | was disturbed because, as was said
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before, all wonen deserve to have good quality
mamograns. \Wen there is a facility that possibly or
allegedly is not giving good quality mammograns, then
that's not good.

On the other hand, if it's a facility in a
rural area, and | believe Dr. Finder said it was a
facility that provided mamograns to underserved
worman, it's disturbing, too, that if that facility
cl oses down, those woman nay not have access to
manmogr ans.

At the sane tine, they need to have access
to good quality mamograns so it's kind of a difficult
situation to deal wth. | do applaud FDA's effort at
trying to continually try to increase the quality of
what's goi ng on now.

Which kind of leads ne to ny question.
That is the question about conpetency. Wthin ABR or
ACR or possibly state nedical boards, is there a
mechanism if there's a question of conpetency to try
to either increase the conpetency or sonething I|ike
t hat ?

DR MONSEES: Wuld you like to address
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that, Dr. Mendel son?

DR, MENDELSON: Wthin the Anmerican Board
of Radiology there are sone subspecialty areas that
have certificates of added qualification. Thei r
fell owship trai ned subspeci al s wil | t ake an
exam nation, another oral examnation at sone tine
during their careers. O if they are relatively
recently graduated residents, it wuld be after their
fell owshi p.

It is not an existing program for breast
imaging at the current time and the ABR has deci ded at
the current tinme for a nunber of reasons not to take
on any addi ti onal progr ans in subspeci alty
certification.

They exist, just for your information, in
angi ography and interventional radiology, in pediatric
radi ol ogy, i n neuroradi ol ogy, in muscul oskel et al
i magi ng, and in abdom nal i nmagi ng.

DR MONSEES: There's always recourse, it
would seem to the State Board for the Healing Arts
because there are all kinds of quality issues

t hr oughout nedi ci ne obvi ously.
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Manmmogr aphy, which sone people say may be
the nost regulated, certainly is not the only thing
that people mght find some concern with regardi ng not
only radiologist but other types of things pertaining
to breast procedures; breast surgeons, radi ati on
oncol ogi sts, nedi cal oncol ogi sts, etc.

There's always an appeal to the Board for
Health Arts regarding sonebody's conpetency. | would
presune that they would take that very seriously in
any particular state.

Yes.

DR LEE: Any Lee again. | would suggest
then with regards to conpetency of the radiologists
then to use the existing nechanisns that are in place
rather than try to institute a new one because it
sounds |like there are nmechanisns in place to deal wth
this.

The incidence that Dr. Finder related to
us sounded I|ike there are sone other checks and
bal ances that actually found the incidents out rather
t han radi ol ogi st probl emns.

DR MONSEES: "1l just nake a brief

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

161

comrent . The other inportant thing is that, as M.
Hawki ns correctly pointed out, the regulations may not
find sonebody who's a bad apple because they nmay pass
a test or they my neet the qualification.
Regul ations are not going to find every last bad
appl e. W just have to rely on them to set certain
standards and hope that there are ways when things are
conbined to find those people.

Yes.

M5. ELLINGSON: Nancy Ellingson again. W
are addressing primarily interpretation accuracy.

DR MONSEES: Yes, we have been talking
about that primarily because we are talking about
protected audit data and whether that could be used.
But, in fact, it sounds |ike the issue here is |arger.

FDA is asking us other personnel conpetency. Bad
mamograns doesn't nmean that it's the radiologist's
faul t.

M5. ELLI NGSON: That's what | want to
addr ess.

DR MONSEES: It could be anybody's fault

at that facility.
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M5. ELLINGSON:  The rubber neets the road
when the mamobgram is mnade and turned into the
radi ol ogist and the radiologist can't read sonething
that's not there. | understand that the prinmary cause
for rejected clinical images 1Is positioning and
conpression and not including the posterior breast on
the film

That isn't the radiologist's fault unless
they nonitor this on the sane patient year after year
and they work with that technologist and say, "You
didn't include as nmuch breast as other technol ogi st
did."

That is the critical issue is getting al
that breast on the film | don't have an answer but |
definitely believe that sone conpetency type of
checki ng should be done with the manmographers because
that's where it all starts.

DR MONSEES: One of the comments that |
think Dr. Destouet nade on this point and that is it's
a team of individuals that are responsible for inage
quality. The facility gets the certification and

needs to nmake sure, as we were talking about in sone
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of the guidance today that, say, for exanple the
facility has a certificate and the radiologists are
just contracted to read the filns, that all of those
requi renents are net. Actually the rubber does hit
the road wth the lead physician at the facility.
That person is the naned person who oversees all the
quality assurance. R ght?

MS. ELLI NGSON:  Yes.

DR MONSEES. That's why | wanted to nake
sure that in that situation that was put in the
gui dance, that if a facility owms a certificate and
they have a physician group that reads for them that
they still have to find who is going to be overall
responsible at that facility because that person needs
to give feedback. If your filns aren't good enough,
you need to do sonething about it.

DR FI NDER Dr. Finder. | just want to
enphasis again that we are tal king about all personnel
categories and that the reason, | think, everybody is
focusing a lot on the physician is, (1) because the
cases | brought up, and (2) one could nake a case that

if you ve got a technologist who is not performng
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wel |, if there's a radiologist or interpreting
physician who's |ooking at those filns, that person

will not et them go through. They w Il be repeated.
Sonet hing wi || happen.

There are a couple of issues that one
should also consider. W're not only talking
necessarily about inmage quality here. There are sone
allegations in terns of sone of these cases about
interpretation and that's a whole other issue, too.
You can have great looking filns and if you don't read
them right or you don't |ook at them and send out
reports, that could be a problem

DR MONSEES: You can also have sonebody
who reads a mamogram as positive and the surgeon, and
this certainly happens, who says, "I don't care. I
can't feel 1it. I won't do anything." That's not
regulated by the FDA and it's probably not good
nmedi cal practice.

It doesn't cone wunder MXPBA but it's
inportant pertaining to the issue of the tinely
di agnosis of breast cancer. There's all kinds of

things we can't catch here. | tend to feel that all
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of the appropriate things are in place if people use
the information. You can't force them to use the
i nformati on.

Yes.

DR YOUNG Don Young. Just a couple of
comrent s. I  think wthout question the public
expectation is that their mamographic studies are
goi ng to be properly per f or med and properly
i nterpreted. |"ve been doing this a quarter century.

One of ny favorite statenents is it's 95 percent
techni que and 5 percent interpretation.

There is a watchdog group out there that's
unofficial. |It's called the trial |lawers and the bad
appl es do surface and a lot of radiologists recognize
that they're not conpetent interpreting mamographics
and they drop out.

DR MONSEES: That's right. They self-
select. The people who are in the business tend to be
people who really want to be in this business.

O herwi se, there's very little notivation to do it
unless you really like it. They do tend to self-

sel ect .

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

166

DR MENDELSON: Just another comment or
two. Yes, the trial lawers are there waiting at the
door and it's not a very good way to enforce high
quality. | do think, though, that many of us who do
read mammograns are credentialed through hospitals
The hospital nmedi cal staff offices wll check
credential s.

Credentials include the national database.

If you have many suits pending against you, there

will be some explanation of what this is all about
with respect to your own practice of nedicine. It's
not good to get into that, | think, but it is there as

a check system

There was one other point that | did want
to make. OCh, yes. About the imaging quality shifting
again frominterpretation. | do agree that you can't
make a good interpretation, one that's reasonable
without |ooking at an excellent mammogram from
t echni cal st andpoi nt s, posi ti oni ng, exposur e,
everything that goes into the making of a good
exam nati on.

But through the accreditation prograns
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there are spot checks of facilities and sonetines in
the physicist's evaluation of image quality. Then the
evaluation of the clinical inmages by mammographers who
participate, or mamol ogists, | guess, | should say,
who participate in the accreditation program

Things can be turned up about a particul ar
facility. As an educational benefit, there may be a
spot check on a facility in an attenpt to send a team
a practicing radiologist, a physicist, technologist to
a facility to help themin producing better inages and
to try to troubl eshoot what seens to be going on.

| think we have to rely sonmewhat on our
accreditation process. | think it helps. VW have
things in place and | couldn't agree nore that one
person needs to take the responsibility and it is that
of the lead physician at a facility who really needs
to look over all aspects of what the facility
provi des.

DR MONSEES: Regarding trial |awers, |
just want to nake the comment that there's been a | ot
of detriment to the profession fromthe trial |awers

lurking in the United States, and that is that many
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facilities make that decision to lower their threshold
for recall and the recall rates are probably
i nappropriately high in the United States conpared to
in Europe because of the fear of [litigation. So,
yeah, they are out there and they have al so caused, |
t hi nk, sone damage and we need to be aware of that.

Regarding audit data that m ght be used or
collected in a particular area, | think that we all
want to nmake sure that this is used for quality
neasures and that it is protected and not discoverable
and cannot be twisted or turned by trial attorneys in
a court of law in a field that's already too filled
with peril.

| think that is something that we really
need to consider about anybody that benchmarks or
consi ders gi vi ng their data to t he Nat i ona
Manmmogr aphy Database, that it is still protected and
not discoverable in a court of |aw.

Yes.

DR DONLAT: Dow at in Chicago. I'"'m a
surgeon and ny practice is alnost entirely breast

surgery. | receive a lot of the reports and the filns
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on a daily basis, sonething |ike 40 or 50 a week.

Conmparing with 10 years ago the reports
are much lengthier. At least half, if not nore, of it
is legal |anguage. | don't know whether the FDA can
do anything about that but that is sone problem that
you just tal ked about.

The other thing is that you get too many
recalls because again of that background fear of
m ssing a cancer. You get a lot of recalls that |
personally think is wunnecessary but that puts wonen
under distress because of possibility of slight change
in the mamogram asking them to conme back in four to
six nonths tine.

| have one question for you and that is
the variability in the labeling of these filns. Have
we not standardized the mammograns with regard to the
nane of the facility, nane of the patient, date, and
so on? The filns cone to ne with half a dozen | abels
on them |Is there anything that can be done about it?

DR MONSEES: Do you want to comment on
t hat ?

DR, FI NDER The regulations do specify
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what has to be on a film and how they should be
| abel ed. If there's a problem let us know and we'l|l
follow up on it if you' ve got a specific facility
that's doing sonething that isn't appropriate.

| mean, those are things that are checked
as part of the clinical image review process by the
accreditation bodi es. If you are aware of a specific
exanple, | would be happy to look into it.

DR MONSEES: Yes.

M5. HAWKINS: Patricia Hawkins. One other
question that Dr. Finder posed here is one that has
come before this commttee during ny tenure and | was
not satisfied with how it was left or answered the
first time. It has to do with how should we deal wth
personnel that practices at nultiple facilities.

At that tine | felt that persons who
practiced at facility A B, and C if there is a
problem at facility A then it affects facility B
whet her or not facility B has had any probl ens.
| just don't see howin the long termit does not have
some inpact upon the quality of facility B.

| really think that should be addressed to
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look in ternms that if you have personnel who is
practicing at multiple facilities, if they are naking
m stakes or errors in one facility is that those other
facilities are in danger. Maybe not that day but
certainly the next day or the next week.

People are not sloppy in facility A and
then unsloppy or nonsloppy in facility B. If you're
sl oppy, you're sloppy and so forth. You just continue
to be sl oppy. I think that instead of the situation
the way it is that a person in facility A could then
| eave facility A and go on to B, C, and D

| really think that is an issue where that
i ndividual definitely should be -- facility B should
be notified as to what is going on in facility A and
so forth so that person in charge of quality assurance
can take appropriate actions.

DR MONSEES: The other side of that coin,
| mght just say an anecdote from ny facility. e
have five units under one facility, under one roof.
Actual ly six. Then we have a van which has a
different facility nunber.

| have to produce separate audits for the
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FDA even though it's the sane exact personnel fromthe
nmedi cal physicist all the way down. Il would like to
put all ny audit data together because it nakes nore
sense statistically.

Plus ny recalls from the van cone back to
the other facility. Yet, | can't put it together and
it doesn't nmake sense to ne either. The way you wite
regs unfortunately can't apply to all situations.

| don't know how to please this situation
and please this situation and do all those things. W
hope the FDA can please everybody but they probably
can't. Just to present that.

THE COURT: | can guarantee you we can't
pl ease everybody. | did want to bring up one point.
| know we discussed sone of these issues already but
now | would like to try and get a little into the

details of how do we deal with the situation that

we' ve got.

Whet her FDA does sone of these things or
not, it appears that sone of the states are already
taking sone of these actions. They are using audit

data to take actions against facilities. W have no
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direct control over the states.

They cannot operate under MXA under their
own state authorities. Does the conmttee have any
i dea or suggestions about states that decide to use
audit data, for exanple, to start investigating
facilities?

DR MONSEES: Can | ask a question about
t hat ?

DR FINDER  Yes.

DR MONSEES: | was unaware of that unti
you read Dr. Dorsey's letter that there were states
col |l ecti ng. Under what legal authority are they
collecting? |Is this a law that is nmandated in that
state or is it just the Departnent of Health that just
decides to do it? How do they have the authority to
collect audit data?

DR. FINDER. That's a very good question.

The exanple that | gave, the reason that this data
was available to the state was because they were part
of a CDC program and this audit data was part of the
program so the state was then able to look at that

data and use that.
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As | said, we don't collect the data so it
isn't sonmething that FDA if it wanted to could use
audit data to investigate a facility. VW don't get
that data. But there are sone states and it may be
because the facility is part of a CDC type program or
sonme ot her state funded program

O it's possible, although I don't know
for sure, that the state could have its own |aws
requiring that this data be collected. W don't
collect it but obviously sone of the states are
getting this data sonehow.

DR MONSEES: On a subpopul ation that may
be in sonme CDC program or sonething rather than the

entire popul ati on.

DR, FI NDER: For all 1 know it could be
they have the ability in the entire state but | don't
know that for a fact. W do know that in these type

of prograns where the audit is a part of the program
this data is collected. That's another issue | think
you m ght want to consider.

Under the FDA program the facility is the

one that goes out and collects its owm data. There's
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nobody el se that necessarily collects it for them In
some of these others it may be a centralized group
that collects the data for an entire group of
facilities.

In a situation where the facility collects
its own data, you may want to also consider about the
fact that a facility may decide in its best interest
not to bother to collect this data if it's going to be
used against it.

That is incentive in some manner if that's
going to be used against them W have no way of
dealing wth that because there is no national
organi zation that collects the data outside of the
facility. These are all facility initiated prograns.

| go back to nmy first question which is is
t here sonething that FDA should be asking states to do
or not to do when it cones to this situation of using
data because they are doing it. That's how we got
this case.

DR MONSEES:. Yes.

DR | KEDA: Debbi e 1 keda. Dr. Finder, |

wanted to know if the facility that you're talking
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about, | wunderstand it was part of a state or a CDC
program in which the facility actually agreed to
provide the data either as a part of the governnent
program or as part of a grant, so that there was
prior to the collection of the data actually consent
given by the facility to release the data to the
state.

|l am a little <concerned that it 1is
possi bl e that states nmay demand the data based on sone
law or state regulation that states that they can get
that data. It seens to ne that this particular
facility agreed prior to obtaining the mammograns t hat
they were going to rel ease this data.

That is very different from a law or
regulation that states that if you do nammography in
the United States, that you nust release that data. |
think it's too different situations if |'mcorrect.

DR, FlI NDER: | agree wth you. | don't
have all the full details about it but ny
understanding is that this facility voluntarily agreed
to participate in this program Part of that program

was to have this audit data available so it was, in
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effect, a voluntary situation as far as | know.

Again, | amnot aware of any state that by
law requires a facility to release this data. But |
can tell you that sonehow sone states are getting this
data, either through a voluntary thing or whatever,
and they are using this data.

DR MONSEES: Do the representatives from
the any of the accrediting bodies have any know edge
of states collecting this data? Ckay. No nove to
t hat .

I"mgoing to give you the opportunity, Dr.
Destouet, to nmake any additional comments if you want
now after the panel's discussion. Do you have

anything else that you want to add to what you said

bef or e?

DR DESTOUET: I think it's been well
di scussed.

DR MONSEES: Ckay. Any other comments
here fromthe panel? | would like to hear everybody's
opi ni on. I f you have sonething else you need to say,

| would like to hear it now.

Who are you pointing to? Sonmebody from
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the FDA wants to say sonething? W would be happy to
hear from you

DR BARR Hel en Barr, FDA | pulled
Charlie aside and asked himto try and regroup because
| think the problem is, as Charlie said, there are
states out there. Everything you said about audit
data | agree wth you as a forner practicing
manmogr apher .

Be that as it may, there are states out
there using the information to shut down mamography
facilities. If you look at the CDC program there is
much potential to use that data and a |lot of those are
going to be in underserved patient popul ations.

Certainly not that | want the FDA to get
involved with that. | think that your reconmendations
on that front are pretty clear, but | think sonmebody
is going to have to be proactive in comng up wth
sonet hi ng, whet her it's addi ng manmogr aphy, a
certificate to the American Board of Radiology exam
or recommendations that this be dealt wth by the
state nedi cal boards because the fact is that states

are using this data.
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To address what M. Hawkins said, there
are also states that are |ooking at the issue that you
rai sed, that physician in facility A has a problem and
under state authority they are taking it upon
thenselves to look at facilities B, C, D, and E where
that physician practices and see what's going on.
These issues are going on out there despite
everybody's general agreenent that the data as it
stands now m ght not be particularly useful.

DR. MONSEES: Sure. Go ahead.

She would like to ask you sonething. Stay
t here.

M5.  HAWKI NS: Am | getting the right
inpression here that the CDC breast and cervica
cancer projects, that the quality in those prograns is
not what it is under persons who may be privately
insured or fee-for-service?

DR BARR No, | don't think that's the
correct inpression. | think the inpression you should
be getting is that those prograns are required under
the grant to participate to collect outcone data.

At | east one state, and there nay be other
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states following suit, nonitor that audit data and
decide that this particular facility is an outlier in
t he nunber of cancers that they are detecting.

Based on that information began an
investigation that l|ed to other issues of inage
quality and things like that. | don't think we can
say anything about the quality of mamography in CDC
pr ogr ans. To get the grant they have to be MBA
certified facilities.

DR MONSEES: Do we know about any other
cl osures other than this particular instance here?

DR BARR That's the only instance we
know of so far.

DR MONSEES: So we think we understand
they were outliers. They were people who may have
commtted alleged fraud and ot her things.

DR BARR Sure. And the fraud issue cane
but the issue that stinulated the investigation that
led to the allegations of fraud and the all egations of
imge quality stemmed froma review of audit data and
a decision that that audit data represented an

outlying situation.
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There are people out there |ooking at
audit data and nmaking decisions to investigate
facilities based on the audit data.

DR, MONSEES: O it could have Dbeen
del ayed but it coul d have been some ot her
whi stl ebl ower at a later point in tine.

DR BARR Absol utely. I"m not saying
that's the only reason this cane to light but in this
particular situation it was the audit data that led to
the investigation. It was a review of that data.

DR MONSEES: What el se does FDA want to
hear from this panel on? Do you have any specific
questions you want to phrase in a particular way? Do
you think we've covered everything that you want
di scussed here? Am | asking you? Is this the
appropriate person to be asking? The buck stops wth
you, right?

DR BARR No, it actually stops back
her e. I think at the beginning -- Charlie, maybe if
you can go over again your questions and sort of
focus. Then Charlie just asked another one. Do you

have any recomendations for us to nmake to these
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states that are out there doing this, which they can
only be, recomendati ons.

DR MONSEES: Going back to that respect
i ssue again. Wuether or not they listen to you.

DR BARR Then | think if Charlie could
reiterate his questions that he posed at the
begi nni ng, that woul d be hel pful.

DR. MONSEES: Ckay. Al right.

So do we want to go back over that,
Charlie?

DR. FINDER  There are a couple of things
that we want to go over. One is the issue about how
we deal with states that are taking it upon thensel ves
to either use audit data or sonme other nechanism to
further investigate facilities.

Another is the issue of determning who in
a facility if it's anyone may be responsible. The
typical situation can be sonething where a facility
may have a clinical inage problem but you ve got 10
technol ogi sts, 10 radiologists and those people nmay
all practice at different places.

Does that nmean then that you have to go

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

183

out and examne all of then? How do you determ ne
who's causing the problem at the primary facility if
you are going to decide to |ook at other places. I t
usually is not a sinple clear-cut case where you' ve
got one person doing one thing, one technol ogist, one
physician, and you can clearly identify where the
problemis

| also bring up the issue about if there's
a clinical inmage quality problem whose problem is
t hat ? Is it the technologist or is it the
interpreting physician or is it both?

Qovi ousl y i f you' ve got a bad
technol ogi st, you're going to have a bad film But if

you've got sonebody above that, the interpreting

physician who says, "I'm not going to let this
conti nue. I'"'m going to stop it here. You have to
repeat it," it won't necessarily negatively inpact on
t he patient.

Whereas if you have both of them wth
problens, that's wusually where we have the problem
because these bad inmages are read and interpreted when

they shouldn't have been. They should have been
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r epeat ed.

Who do you go after in terns of who is
responsi bl e? W should get training if that's
consi dered reasonable to do that? There are a whole
bunch of questions if you get into this conpetency
area that need to be addressed. From what |'m hearing
from the commttee it's a very difficult issue
obvi ously. That's why we cane to you to ask your
opi ni on.

What, if anything, should we do in the
meantinme dealing wth states who cone to us and say,
"We've got a problem What are you going to do about
it?" Wat should we do about it? Wat should we ask
the accreditation body, if anything, to do about it?
Should we just pass these along to the state
prof essional boards for themto deal with? These are
all things that we woul d be asking you to give us your
opi ni on on.

DR, MONSEES. (Kkay. Let's say you have a
report of filns being perhaps poor image quality or a
question of interpretive skill at a particular

institution. Sonme of what the FDA does is go back in
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and investigate and help mybe along wth the
accreditation body to help that institution inprove
t hensel ves.

It would seem to ne that the contact
person who would be nost interested in determning
whether it's an individual technologist would be the
| ead physician at that particular place. That person
who is overall responsible who you could hel p.

If that person doesn't want any help and
that person doesn't act, then perhaps the state board
could be contacted. I don't have any other
suggestions other than that. Any other insights from
peopl e here?

DR FI NDER: Another thing | would bring
up, at least from our understanding of the situation,
and the accreditation bodies may want to chine in
here. There is a difference in terns of what they are
prepared to do and how their clinical inmge review is
set up to evaluate clinical imge quality, just the
image quality versus interpretation. Let me give you
a brief exanple.

If you want to get an estimate of what the
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image quality is, you bring in the inmages and you take
a random sanpl e. It doesn't necessarily have to be a
| ar ge one.

If you are looking at interpretation, as
stated before, the incidents of breast cancer may be
four, five, six out of per thousand. How many i nages
with their reports do you have to look at? How many
of those inmages do you have to get the old filns to be
able to do it?

It's a nmuch different type of evaluation
than just image quality. I think it's a lot greater
on the resources of an accreditation body to |ook at
and try to evaluate inmage interpretation versus inage
quality if I'mstating it correctly. If not, the ABs
can certainly chine in, but I'm getting a shaking of
heads that, yes, they kind of agree with what |I'm
sayi ng.

DR. MONSEES: Sure. It nmakes sense.

DR FI NDER These are areas and the
threshold for starting these evaluations has to be
consi dered al so. It is possible to overwhelm the

resources of an accreditation body if they have to
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start doing these extensive evaluations on a |arge
nunber of facilities based on kind of |oose criteria
of sonebody said the i mages aren't good.

Where do we kind of draw the line on that?
It's an issue that we're obviously struggling with and
any assi stance you can give us woul d be appreci at ed.

DR MONSEES: Do we have any definitive
answers for then? | don't think so.

Yes, sir. Wuld you conme to the
m crophone and identify yourself.

MR LI PPERT: My nane is R chard Lippert.
| own a conpany that nonitors about 150 private
manmography facilities around the country. e
currently have about a mllion and a half events that
we are auditing.

| would like to address just a couple of

t hi ngs. It is very true what you're saying. There's
t he Baskin Robbins of nedical audits out there. It
comes in all different flavors. There's one very
underlying fact that | think M. Hawkins addressed

that this commttee shoul d consi der.

The FDA has already mapped their way to
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there in the process of getting these regulations up
into place. They enbraced the agency for healthcare
policy and research desirable goals.

Many of the key mammographers around the
country sat on that panel a nunber of years ago. That
is a standard. W have solid evidence. W had one of
our clients contact us a couple weeks ago indicating
that they were contacted by one of their payers, their
insurers, that their accuraries were actually doing
audits on patients referred to that facility for
manmogr aphy.

| think that what Dr. Finder is saying and
what the folks from the FDA are saying is very true.
It's comng whether you want to own up to it at this
nonent in time or sonme other nmonment in tine.

What Ms. Hawkins is saying is very true as
wel | . The public deserves the right to know that
there is a continuous quality inprovenent program
going in place.

| think the FDA would be well served if
they would enbrace this Agency for Health Care Policy

and Research desirable goals, establish that in a form
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of guidance, reconmendations, and then encourage the
i nspectors when they go out to not |ook at nunbers.
Is it a recall rate of 10 percent or |ess. Is it a
sensitivity of such and such a nunber.

Look at did you neasure it last year and
what continuous quality inprovenent mechani sns do you

have in place now to help inprove the entire system

because we really are challenged with this. So we
have the nunbers, as Dr. Finder says. | can nake the
nunbers go away. W've already talked about the

different varieties.

What | think is paranmount here is that the
facilities need sone help. W have general radiology
facilities out there. W use surveillance techniques,
some of your surrogate techniques, to get audit data
because they are trying. But they need sone help and
where do we go?

If the FDA would be bold enough to go out
and enbrace sonething that they've already enbraced in
getting these regulations to place and then encourage
their inspectors to look at the entire process of

continued quality inprovenent, you may head this whole
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thing off at the pass.

DR MONSEES: Any comments from the panel
on this speaker?

DR FINDER  That's an hour.

DR. MONSEES: That's an hour. Al right.
Any ot her conmments from anybody regardi ng the subject

before we nove on? (kay. Let's see what tine it is

her e.

DR FINDER  Sonebody.

MR LAWGON: I'"'m Herschel Lawson. [''m
fromthe Centers for D sease Control. |'mthe nedica

advisor to the National Breast and Cervical Cancer
Early Detection Program Just a couple of points of
clarification.

First to Ms. Hawkins. | want you to know
t hat the radiology facilities, as Dr. Fi nder
nmentioned, that we try to use in our program are those
that have high quality in nunbers of procedures done
so that we can be assured that these are the best
facilities available for the patients that quality for
our program

The other issue relates to the data that
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are collected by our prograns and that are submtted
to CDC for review Most of these data are actually
collected and maintained by the states. The states do
audit their data. They are required for us to follow
a data quality indicator guide. W are not only
interested in the data being quality but we are
interested in the outcones, procedures all being of
high quality as well.

When things don't match up, when you have
too many conpletely normal nmanmograns, too nmany nor nal
clinical breast exans, it rings a bell and then they
Wi ll do further audit of these prograns.

We provide technical assistance to all of
our 69 prograns across the United States and
territories and Indian nations to be able to do these
kinds of audits and then report themto us so that we
can take the necessary steps to make sure that the
provision of care is appropriate.

O course, we also notify FDA as well as
ot her bodies that have the responsibility to maintain
the quality of care. | just wanted to nmake sure that

everyone understands that this wasn't J ust a
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serendi pity case that this was picked up.

These are data that are routinely
collected twice a year and it provides the basis for
which the states report both their data quality
indicators and their performance indicators to CDC
Thank you.

DR. MONSEES: Thank you. The sane sort of
things that any practice could be doing to |ook at
their own data and their own cal |l backs, etc.

Was there another comment over there?
Ckay. | think we're done with this subject. You want
to break now?

W are going to go to a 15-mnute break
and then we are going to continue with small field
digital inmage receptors, full field digital. Then the
ot her two subjects, states as certifiers and
i nspection denonstrati on project.

It looks like we're ahead of schedule for
t hose of you who were interested in know ng
approximately how long the neeting was going to |ast.

Thank you and see you in 15 m nutes.

(Whereupon, at 2:20 p.m off the record
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until 2:37 p.m)

DR MONSEES: Al right. Let's try and
reconvene. Ckay. W are going to nove on now. Next
topic of discussion are use of small field digital
i mage receptors. Here we go. Dr. Finder is ahead of
us again. At the head of the pack.

Dr. Chakrabarti wll be speaking on the
use of smal | field digital i mage receptors,
Accreditation and Certification Branch.

DR, CHAKRABARTI: | don't know whet her you
can read. "Il read for you guys. It's a very small
presentation that | have.

DR MONSEES: Maybe you can summarize it.

It's very small and the presentation will be snall
All 1 need from Bob and Bob and all the people who are
here sonme idea and subm ssion

Small field digital imge receptors are
currently being used in many stereotactic manmographic
units. Wiy they cannot be wused for screening
manmography is due to their small size. They do have
the potential to be used outside the stereotactic unit

to produce digital spot conpression inmages for
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di agnosti ¢ mamrogr aphy.

W would like to have your subm ssion and
idea on the followi ng MXBA issues. These issues are
not small, though.

(1) Accreditation process.

(2) Equi prent evaluation and annual
physi cs surveys.

(3) Inspection process.

| would like to remind the commttee that
if there is regulation required, that any system which
does not have screen film nodality, that neans other
than screen film nodality, the facility nust follow
the quality control test and criteria established and
requi red by the manufacturer of that nodality.

In this case, we would be expecting that

the manufacturer will have their QC process in place
and they wll have test and criteria properly
out |l i ned.

However, we would very nmuch like to have
input fromyou if you have used this system or if you
believe that <certain test mnust be perforned and

certain things that you want to alert us. Pl ease do
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that. 1'Il stop here.

DR MONSEES: Ckay. So we're talking
about small field digital inmage receptors which were
primarily devel oped for interventional procedures but
are fit to standard mammography equipnent which

presumably al so have fil mscreen systens with them

Are you ready to start? | saw your hand
up.

MR Pl ZZUTI ELLC Yes. Bob Pizzutiello.
First of all, 1'm very glad that FDA is considering

this issue because it is happening out there in the

field. M/ view is that the way to consider a snall
field digital imge receptor is as another image
receptor.

W had a discussion earlier today about
facilities that may use a different speed screen-film
conbination for doing certain types of work such as
magni fication studies. It's inportant that the
patients be assured of quality inmaging and reasonable
radi ati on dose froma technical perspective.

In many respects that's the nedical

physicist's responsibility to be the guardi an of inage
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quality and radiation dose. | see the small field
digital inmage receptors as another image receptor just
Ii ke another screen-film conbination. | don't see the
need for an accreditation process for a different
i mage receptor.

In terms of the equipnent evaluation and
annual physics surveys, | do think there is a need for
the nedical physicist to evaluate this alternate inmage
receptor. The comments that | had nade in terns of
recommendations would go back to page 10 of the
gui dance docunent 4 that we discussed earlier in the
norning where we talked about alternate screen-film
conbi nati ons.

O course, the nore general term for a
screen-film conbination is an inage receptor. \Wat |
would suggest then is that for tests that are
appropriate to evaluate inmage quality and dose, that
if we just were to change that table and al so include

the general term "image receptor,” then it would apply
to the small field inmage receptors.
The factors that I think should be

evaluated by the nedical physicist in terns of inage
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quality and dose would be the phantom inage and the
dose. | think that's all. Phant om i mage and dose
The reason why you don't want to do sone of the other
tests is because sone of the other tests are really
nore a test of the inmage receptor.

Wat we want to do is test the system
using the inmage receptor. | would say that the
phantom i mage and the dose. For exanmple, the Iline
pair resolution would not be appropriate to do because
you cannot conpare the |ine pair resolution for
technical reasons on a digital systemwth those on a
screen-filmsystem

The other thing | think we should
recommend is that facilities follow the manufacturer's
recommendations for routine quality control testing to
be perforned by the technol ogist.

Ki sh, I didn't realize t hat t he
manuf acturers were actually required to do that but |
think that's an absolutely inportant thing to do and
it's good that the manufacturers are becom ng aware of
t hat because then we have a systemin place where it's

i nstall ed.
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It's checked by a nedical physicist under
an equi pnment eval uation. There's routine quality
control done by the technologist and annual survey
thereafter by the physicist. That nmakes ne feel very
confident that the quality will be high.

DR MONSEES: What about the inspection
process? You tal ked about the accreditation process.

DR FINDER. | just want to go back on the
t abl e. | just want to nake sure |'ve got it. So
you're saying a phantominmge and dose. Those are the
only two. You're not tal king about the AC
performance, kVp and thickness tracking?

MR Pl ZZUTI ELLO Let's see. ' m sorry.
The system artifacts is one that | mssed. The system
artifacts should al so be eval uat ed.

DR FINDER  So those three.

MR PI ZZUTI ELLO.  Yes.

DR, MONSEES: What if individuals are
using this only for interventional procedures which
does not come under MXBPA but it's on the equipment? |
don't know how many people are using this or doing

spot magnification work or how many people are just
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using it for interventional procedures. If it's
interventional, does it even come under MJSA?

DR FI NDER: | f it's used for
interventional procedures, it doesn't at the present
time come under MXA so there are no requirenents.

DR MONSEES. So if a facility has a snall
field digital spot detector and they state that they
are only using it for interventional procedures, then
the accreditation and the inspection process don't
pertain to them Correct?

DR. CHAKRABARTI : Right. And we also are
not requiring quality control but ACR has a voluntary
accreditation process where they have QC and other
stuff but MBA is not involved with the interventiona
process currently.

DR MONSEES: Correct. Is it your
inpression that facilities are using these small field
detectors to do spot nmgnification work for diagnosis?

MR, Pl ZZUTI ELLO Sone facilities are, in
fact, doing that. It's not a large nunber at the
present tinme. There aren't a |arge nunber of them out

there but what they find is once they have the digita
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i mage receptor on, they like sone of the features that

are offered by the digital inmage receptor and so they

use it.

DR MONSEES: Is the device FDA approved
for that?

DR CHAKRABARTI : Let's <confine this
di scussion to the MXMBA issue. If you want to
afterwards -- | saw Bill. | don't whether he's still
here. If Dr. Sacks is still here after the neeting is

over, you can ask himbut let's confine our discussion
to MXA issues.

DR MONSEES: Ckay. I won't go there
Ckay. Any ot her comments on this?

Yes, sir.

DR N SH KAWA:  Bob N shi kawa. Bob, don't
you think the other factors |ike focal spot size and
kVp shoul d al so be checked annual | y?

MR Pl ZZUTI ELLO Vel |, on these nachines
the focal spot size and kVp are already being checked
because they are all being used for screen-film
syst ens. | don't see anything about changing the

i mge receptor that would affect the focal spot size
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or the kVp.

DR FI NDER Vell, | do want to correct
one thing there. Focal spot size or system
resol ution. System resolution gets into an area that
you can't discuss because it's after 2002. Ther e
again you are testing the entire system not just the
focal spot.

MR Pl ZZUTI ELLO The reason why | think
the system resolution is not appropriate is because
there are no benchmarks to conpare themwth and it's
absol utely not conparable to screen-film

DR MONSEES: Right.

DR NI SH KAWA: Bob N shi kawa again.
However, | think it's useful to neasure and conpare
from previous years to know whether the systenms
egradi ng or not.

MR Pl ZZUTI ELLO | agree with that. You
ask about the inspection process, Dr. Mnsees.

| would also say that from an inspection
point of wview, it would be good if the inspectors
woul d just check to see that these things have been

done in a substantially simlar format to when they
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check the nedical physics survey to see that the other
tests have been perforned. If the tests have been
performed, that would be an appropriate function for
t he inspecti on.

DR MONSEES: Again, only though if it's
used for diagnostic work and not for intervention.
Perhaps in whatever guidance FDA puts out regarding
this, they would stipulate that a facility needs to
state whether this is diagnostic work or just for
interventional procedures because that would exenpt
them from any inspection on that it seens to ne. O
course, they could be inspected by their state but not
necessarily by the FDA inspector.

Do you need any other guidance fromus? |
hate to use the word guidance. Comments from us?
Di scussi on? Does FDA need any ot her discussion?

MR Pl ZZUTI ELLO Let nme just say one
other thing and I don't want this to get deep, but if
sonmebody then says, "How do we do these tests?"
Essentially the ACR stereotactic quality contro
manual tests that are covered under this area that

" ve discussed woul d be appropri ate.
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| know that you cannot reference them in
regul ati on. If you were permtted or so inclined you
mght want to reference that ACR manual for those
nmedi cal physicists who wanted to know how do | then go
about doing this. [If they are not otherw se connected
wth the stereotactic accreditation program they
m ght not know that docunent exist.

DR CHAKRABARTI : Yes, I think the
gui dance that we got is what Bob and Bob nentioned.
The only thing that | hope they agreed on that the
line pair requirenent would be required or not. As |
nmenti oned before, the manufacturer wll also provide
us a list of requirenents that they like to see are
f ol | owed. The only point I'm not clear from Bob and
Bob is whether line pair should be required or not.

DR, NI SH KAWA: Sorry. \Wether it should
speci fi ed?

DR CHAKRABARTI : Yes. | thought you
think this is a requirenent as a QC test.

DR N SH KAWA: This 1is Bob N shikawa
agai n. | think it has to neet manufacturer's spec,

what ever they specify.
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DR CHAKRABARTI: Very good. Ckay.

MR Pl ZZUTIELLO | would agree with that.

DR MONSEES: Ckay. Any other comments
from anyone on the panel regarding this subject? Then
we'll rnmove on, thank you very much, to full field
di gi tal manmography certification update.

W have two presenters. I"'m not sure

bet ween you whet her you have decided who is presenting

first.

Dr. Helen Barr.

DR BARR Hel en Barr, FDA You may
recall at our last NMQAAC neeting we described a

process by which we would extend MXBA certification to
facilities who applied to us to us a digital wunit
under their certification. This was a process that
was devel oped in t he absence of a current
accreditation process for digital manmography.

| would just like to very briefly tell you
that the system that we described to you last tinme is
working extrenely well. W' ve been able to extend a
nunber of certifications to include digital. As an

interimprocess it seens to be going well.
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That's really about all | have to report.

| anxiously await Penny Butler telling us where the

ACR is on its accreditation process. Do you have any
questions?

DR, MONSEES: I'd just like to know how
many are out there and certified. Do you have any
i dea? Hopefully we have this nunber right.

DR, FI NDER: Let me just say we not only

have an idea, we have the actual nunmber but we can't

tell you.

DR MONSEES: You can't tell me because
you'd have to kill me or --

DR, FINDER. Not only you but everybody in
t he room

DR. BARR  Actually, | can tell you and I

cleared this --

DR. MONSEES: | don't want to die.
DR BARR I"'ve cleared this wth the
person who really does stop the buck. GE has a web

site, a public web site called hersource.com that
lists all the locations where they have installed

digital facilities. I don't think that quite
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accurately reflects which areas have had certification
extended to use digital yet. The last tinme | | ooked
at the web site there were around 17 sites up there.

DR.  MONSEES: So it's a small nunber but
it seens to be working for those.

DR BARR  Yes.

DR MONSEES: That's the only reason |
asked, just to see whether it was a smattering or was
it --

DR BARR Now | have to kill you.

DR, MONSEES: Bailiff, please take her

away.

M5. BUTLER But not until | get started.
I'"'m Penny Butler. I'"'m with American College of
Radiology. | just want to give you a brief update on

what's going on wth the digital nodule to the
manmogr aphy accredi tati on program

W have a subcommttee on digital
manmogr aphy accreditation that's chaired by Martin
Yaf f e. | know he's a Canadian but it still works.
He's from Sunnybrook in Toronto. The committee

consist of other nedical physicists and radiologists
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who all volunteer their tinme in order to develop this
accredi tation nodul e.

| want to explain that the digital nodul e,
like our other accreditation program is a nale
testing process. The technology in digital is nore
conpl ex t han conventi onal manmogr aphy and t he
technique factor control design conplicates the
testing.

In addition to that, the instructions that
we provide have to be clear, concise, and relevant to
the technol ogists who are going to be the ones really
conducting the test. As we develop our accreditation
nodul e, we have to keep these things in mnd.

Now, what we've done so far is we've
conducted al pha-testing in the spring of this year.
W're just |looking at the technical paraneters, not
the clinical stuff vyet. W're |ooking at phantom
dose, the fornms, the testing instructions. W' re
| ooking at processes to evaluate units from nultiple
manuf acturers. W' ve tested these procedures with our
subcomm tt ee.

The subcommttee is currently wutilizing
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the results and nodifying the test procedures and they

are rechecking the results. W wll be noving to beta
testing where we'll look at clinical phantom dose in
the full application. W are going to be utilizing

the ACR imaging network facilities to volunteer for
t he beta testing.

Now, in addition to that the ACR through
their standards process is also working on a very
general set of standards for whole breast digital.
These are in a very draft form They are being
reviewed by the various physician experts and nedica
physici st experts within the college. W hope to have
this up for council vote in the 2001 cycle.

That S wher e we are with t he
accreditation program Any questions?

DR MONSEES: Questions from the panel ?
Comment s? Thank you very nuch.

M5. BUTLER  Now you can kill ne.

DR. MONSEES. Moving on we are going to be
talking about States as Certification Agencies, an
update from Kaye Chesenore. Thank you.

M5. CHESEMORE: " m Kaye Chesenore. [''m
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the States as Certifiers coordinator for FDA Real | y
there are two purposes here today for ny talk. | want
to give you just a little brief background about the
SAC program You'll notice throughout this talk |
will be wusing this acronym SAC for the States as
Certifiers program

Secondly, | want to tell you about sonme of
the cooments that were sent to FDA after the proposed

SAC regulations were published 1in the Federal

Regi st er. The denonstration project or pilot program
for SAC is beginning its third year and will continue
until the SAC regulations are final. Barring any

unforseen circunstances, our goal is to have the SAC
regul ations final by the spring of 2001.

Two states are currently participating in
t he program They are lowa and Illinois. Sever al
ot her states have shown an interest in becomng a SAC
state. W think that they will probably wait until
after the regulations are final.

To give you sone exanples, Arkansas,
California, South Carolina, North Carolina, Maryland,

Texas, have all expressed an interest. That list is
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by no neans excl usi ve though.

Now to get on with sone of the issues that
were presented to us and the comments in the Federal
Regi st er.

Let nme preface this by saying that first
of all we're not permtted to law to tell you how we
are responding to these comments. | can share sone of
them with you. | mght add that any topic of a
regulatory nature requires that we can't give advance
noti ce. Second, the answers are not final and,
therefore, are subject to change.

W received eight letters in response to
the request for coments with a total of 39 comments
to be addressed. About half of those 39 comments, or
20 comments, were related to the regulations in at
| east a general way. The others were related to the
econom c i npact or the paperwork reduction anal yses.

The letters included coments about
training, the MXBSA database, the MXA inspections, the
i nspection support fee, the SAC application process,
the SAC evaluation process, AMR  or addi ti onal

manmogr aphy review, conpliance, and interim notices.
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"1l touch just briefly on each of these areas.

First of all, one respondent nentioned
t hat t he I nspect or training shoul d be t he
responsibility of each individual state instead of
bei ng under FDA' s auspices. Currently, as it may have
been nentioned earlier, we have 250 state and federal
MXBA inspectors in the field who have attended six
weeks of training.

A second comment had to do wth the FDA
dat abase. This respondent asked the FDA to review the
system to determ ne whether all aspects of the system
are necessary. Again, for those who are unfamliar
wth MXA the purpose of the database is, (1) to
permt the electronic transfer of information between
the accreditation bodies and FDA and then FDA and the
certification agencies.

In addition, it permts transfer of
information to the Health Care Finance Adm nistration
(HCFA) for facilities to be reinbursed under Medicare
and Medicaid. Also information is transferred to the
Nati onal Cancer Institute to assist wonen in finding a

manmogr aphy facility near their |ocations.
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Last but not | east, it allows the
el ectronic recording of inspection results from the
MXA inspectors and the transfer of those results back
to inspectors as needed for |ater inspections.

Regardi ng those yearly inspections by MXA
i nspectors, another respondent comented that FDA
should reduce the cost, the scope, and the tine of
those yearly inspections.

Anot her i ssue guesti oned by sever al
respondents was the anmount of the inspection support
fee charged by FDA in SAC states. Just a note about
t hat i nspection support fee.

It includes cost to FDA for equipping the
inspectors with nmeasuring instrunments, the calibration
and the nmaintenance of those instrunents, the design,
the programmng, and the nmaintenance of the data
system and the provision of |aptop conputers to the
i nspectors and the naintenance and upgradi ng of those
conput ers.

| t al so i ncl udes training and
certification of inspectors. It includes other costs

that are not directly attributable to the inspection
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itself.

O her comments related directly to the SAC
application process. One exanple is that a witer
coomented that the state agency should be able to
attest to adequate staffing, to their finances, and
other resources rather than submtting sone of the
detailed reports that FDA requires.

Anot her asks how FDA plans to inplenent an
evaluation of the SAC program w thout incurring
unreasonable cost and w thout wundue burden on the
facilities.

I mght add that throughout the SAC
denonstration project we have been eval uating both SAC
states, lowa and Illinois, at no cost to the
facilities in those states. These oversight functions
have been perfornmed with appropriated noney. Thus,
FDA is assum ng the burden of cost.

Li kewi se, coments were nmde about the
devel opnent of performance indicators by FDA to
eval uate the performance of SAC states.

| would like to nmention that we do have

performance indicators at this tine and they were

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

214

developed with the input of the SAC working group
The indicators were then distributed to all the state
program directors for comrent. If any of you would
like to see them they are avail able upon request. W
will be nodifying these probably as our experience
wi th the program grows.

In addition to these comments, two other
points of view were expressed about additional
manmogr aphy review, or AMR The first respondent
t hought that too many AVRsS were being initiated. The
second one felt that AMR was irrelevant in cases where
a facility was performng uncertified and that you
should go imedi ately to patient notification

Still another comrent was that the SAC
regul ations should not inply that a certifying agency
is responsible for facility conpliance. However, it
is inportant to note that one of the fundanental
premses of the SAC program is that conpliance is
given to a certifying agency.

Finally, sone comments centered on the
issuance of interim notices and the suspension and

revocation of certificates within a certifying state.
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Finally, t hough I can't entertain

guestions about the coments to the Federal Register

notice, I wuld |ike to enphasize that the SAC program
has been very successful thus far. I think that both
the states of lowa and Illinois would agree that we

have had a very cooperative working relationship and
we |look forward to other states becomng certifying
agenci es. Thank you very nuch.

DR MONSEES: Do we have any questions?
Thank you. Thanks for the update.

The inspection denonstration project, Dr.
Barr.

DR. BARR  This, too, is an update. Helen
Barr, FDA. Wile we're getting set up, I'lIl just do
what in our division we call a "retro" and go back to
an issue that we talked about before which was the
facility satisfaction survey.

My col | eagues correctly pointed out to ne
that | didn't comment on what the results of our |ast
survey showed. It was in the range of a 95 percent
overal |l satisfaction wth the inspection experience in

the responding facilities.
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DR. MONSEES: Thank you.

DR BARR Again, as you may recall for
t hose of you who were here |ast January, John MCrohan
outlined the inspection denonstration project to you
where we were at that tine. | would just like to
update you to where we stand now.

Just to refresh your menory, t he
i nspection denonstration project cane as part of M®BRA
where it was said that the Secretary of Health and
Human Services could initiate such a project to see if
inspecting high quality facilities at a less than
annual level would affect the quality of what
facilities were doing in mamography.

There were certain restrictions. One,
that the program not be inplenented before April of
2001; that selected facilities would get |ess frequent
i nspecti ons; t hat t he facilities i ncl uded be
substantially free of incidences of nonconpliance;
that the nunber of facilities provide a statistically
significant sanple; and that the inspection frequency
will reasonably assure conpliance wth standards.

Wthin those guidelines we've tried to develop our
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program

Part of this is a little confusing because
al though the Commttee on Commerce anticipated, in
their words, that such a denonstration project would
be large enough to produce sufficient reliable data,
they also said at that tinme that they didn't conceive
of it going to nore than three to five states.

Goviously, | don't think we had any
statisticians on the Departnment of Commerce Conmttee
because we found from our statisticians that it would
be not possible to obtain statistically significant
data wth such a small state sanpling size.

W have been working closely wth the
Conference of Radiation Control Program Directors, the
CRCPD, to develop this project. They did an initia
survey for wus in tw states asking them about
partici pating. Recently we sent confirmatory letters
to all 50 states plus D.C., New York Cty, and Puerto
Ri co.

As of yesterday our response is back.
Thirty-four states have responded to us and 11 states

have agreed to participate which obviously isn't a

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

218

huge nunber. Those are the states up there. Sone of
the states have agreed to participate conditionally
based on sone of the details of the denonstration
program com ng forward. I would like to point out
that eligible federal facilities wll participate in
t he program

The state criteria hasn't changed since we
laid it out for you last tine. Basically the state
can have no rules, regulations, or policy which
require annual inspection of mamography facilities
because if the state was going in there on an annua
basis and MBSA was going in there on an every two year
basis as part of the denonstration project, then it
was felt that would nuddy the results.

| f t hey have any  of t hese | aws,
regul ations, or policies, they have to be wlling and
able to change themif they want to participate. They
have to agree to participation. W cane to an
agreenent that we didn't want to strongarm any of the
states to participate, although with our |ow nunbers I
don't know about that deci sion.

Anyway, t hat t he states I nspect
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participating facilities at the frequency that 1is
designated by the denonstration program that the
states would accept nodifications in their contracts
because the nunber of facilities to be inspected would
be sonmewhat reduced; and that during the program if
any serious risk to public health were identified,
that the FDA should becone aware of those problens in
participating facilities.

This brings up a nunber of related issues
that we've been struggling wth. Qovi ously right now
wth 11 states agreeing to participate we have a
limted nunber of states. Only a certain percentage
of facilities in each state is going to be eligible
and 1'll go over the facility criteria wth you.

Pl us, in order to not economcal ly
adversely affect states, we wanted to try to keep the
nunber of states participating to about five percent.

Let ne point out that this is up for grabs right now
whet her that should say states eligible facilities or
the states entire nunber of facilities. W are having
a mnor debate about that.

W rapidly ran the nunbers and actually it
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doesn't make a huge difference how you cal cul ate that.
Suffice it to say that we are looking at ways to
decrease the economc burden on states for those
ski pped i nspecti ons.

Based on the CRCPD s initial survey of the
states and the relatively small positive responses
that we were getting to participate, we went to sone
nore inclusive facility criteria which I'Il go over
wWth you to try and capture nore eligible facilities.

W are still debating the exact design of
what the inspection at the 24-nonth interval would
| ook [ike. W are continually grappling with the
guestions of statistical si gni ficance, how nmany
facilities we need to obtain that, whether we are
going to get to that nunber, etc.

Facility criteria. These are ones that
have not basically changed since the previous ones
that we brought to you. The facility has to maintain
full accreditation and certification throughout the
time of the accreditation program They have to
anticipate providing mamography services during the

progr am
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They have to undergo at |east two annual
i nspections under the final regulations to be
eligible. They cannot have received a regulatory or
conpliance action or be in the process of being
considered for such regulatory action by the FDA. And
they have to be selected by the FDA to participate.

What has changed is when we went to
somewhat nore inclusive criteria to try to capture
nore facilities, we cane up with that during the three
nost recent inspections there can be a maxi num of
three Level 3 citations total throughout those three
i nspections. And a maxi num of one Level 2 citation.
That is new W hadn't previously allowed any Level 2
citations.

That's a total of one Level 2 citation
t hroughout the three nost recent inspections and no
Level 1s at all during inspection tinme. During the
nost recent inspection it has to be conpletely clean
with no citations at all.

The five percent colum here you probably
want to ignore right now based on what | said about

our issue of exactly how we are going to calculate
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that. This is just to give you an idea of to date the
nunber of facilities that would be eligible in the
states that have agreed to participate.

Not all the facilities in the states have

undergone their second inspection under the fina

regul ati ons. To date we have about 1,300 facilities
that would be eligible. If you take five percent of
that total nunber, it only cones to 64. |If you don't

exceed five percent of the state's total facilities,
it isn't hugely different from that, although it is
somewhat hi gher.

As you can see at this point, we don't
have |arge nunbers to work wth. Wen we initially
worked with our statisticians, they kind of threw out
a nunber of about 300 to 350 facilities would need to
participate in the denonstration project that would be
divided into a control group and a study group.

That was before we went to the sonewhat
nore inclusive criteria so they are busy |ooking at
the nore inclusive criteria that we went to and seeing
if that would significantly inpact that ball park 350

figure that they gave us. (Cbviously, we are far bel ow
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t he nunbers we need right now

The tinme line | just want to go over
briefly kind of what to expect in the tine line of the
denmonstration project. W hope shortly to confirm our
list of participating states. By Cctober of next year
once all the facilities have undergone -- once a
nunber of the facilities have undergone their two
i nspections under the final regs, we want to provide
the states with the nanmes of the first 50 percent of
the facility sel ected.

This wll allow a lead tinme to the
facilities and the states of at least six nonths to
knowi ng who is going to be skipping an inspection. W
woul d distribute the letters of notification to that
first 50 percent in Cctober 2001 and sel ect the second
50 percent when the remaining facilities undergo their
second inspection under the final regs in May of 2002,
notify the facilities and the project would then be
i npl emrented in May of 2002.

W are still struggling, as | said, wth
some remai ning questions, what should be done if the

nunber of participating facilities doesn't come up to
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what our statisticians consider a statistically
si gnificant outcone.

Do we proceed with the project and use the
data that we have. If we do, how do we apply that
data to facilities across the country. Do we not do
the project. Exactly what do we do if we get to the
situation where our nunbers don't neasure up, at |east
to where our statisticians think they shoul d be.

Again, no natter what we do, particularly
if we would end up using nonstatistically significant
nunbers, how would Congress interpret those nunbers
and apply themto any |aws that they woul d pass.

Just as a quick update, | counted there
are about nine nore states that have said they won't
participate, although they have no law or regulation
or policy preventing themfrom participating.

In theory if any of them would change
their mnds, we could capture nine nore states. Ve
al so have about nine states that don't have any | aw,
regulation, or policy that would prohibit them from
participating that have not responded yet. It's

possi ble we could capture sone of those states, too.
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That's where we stand at the present tine.

If the commttee has any comments on anything |ike

the criteria or the tineline or any thoughts on how to

proceed if we don't get statistically significant
nunbers, | would be glad to entertain your thoughts.

DR. MONSEES: Any comments on that?

MR Pl ZZUTI ELLC Bob Pizzutiello. It
seens to ne if you know at the outset of an experinent
t hat the results are going to be conpletely
i nconclusive, then | don't think you can justify the
tinme and effort and resources to do the experinent.

| wonder what, if any, incentives there
are for states to participate since it seens that the
only thing there is is a disincentive that when they
participate in this program they |ose noney. W' ve
had discussions here and elsewhere that this is a
proj ect that needs to be done.

| wonder if there mght be sone way to
either create an incentive for states or to revise
some of your criteria or use nore facilities from a
state so that you can at |east project getting to a

statistically significant sanple size.
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DR BARR W have already adjusted the
criteria to be nore inclusive. One of the things that
the Commttee on Commerce set forth is that it has to
be substantially clean facilities and the purpose of
the project is to see if the good facilities can go
bei ng i nspected every two years.

There is sone concern that if we nmake the
criteria nore inclusive, we are going to get to
facilities that have conpliance problens and those
facilities aren't going to be a good exanple of what
really good facilities could do.

| would be interested in hearing if you
have any ideas for incentives. | think the incentive
for a state to nme would be even if they are against
the whole idea of not inspecting annually would be to
get in there and participate and see what the
nmeani ngful results show.

It may bear them out to say that you're
right, we need to be in there every year. It falls
apart if we're not. Do you have any ideas about
i ncentives?

MR, Pl ZZUTI ELLO Yes. Two t houghts cone
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to mnd. One is since it seens to ne that the primary
disincentive is financial, maybe that could be a way
to sonmehow conpensate the state for sonme of the |ost
revenue. That noney woul d have to cone from sonmewhere
and people in the governnment sonetines are able to do
t hose ki nds of things.

Another would be to say if states would
agree to contribute nore than five percent of their
eligible facilities, it could be involuntary so that a
state would have to say we are willing to take nore of
a financial burden on.

There mght be sone states who are short
staffed who mght be happy to have a reprieve for a
couple of years because in a lot of states inspectors
are retiring and they are having trouble hiring people
and so on. Perhaps by limting the nunber -- when |
| ook at the data if you could nove from five percent
to a large percent, it's not that there aren't
facilities out there.

It's when you take five percent of a
nunber, it's hard to conme up with 300 and sone. My

t hought would be to see if states would be willing to
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voluntarily go beyond the five percent and then see
what your nunbers are |ike.

DR BARR Certainly the five percent was
put in there with the CRCPD worrying about the
econom c inpact. W have grappled with sone of these
different ideas. Unfortunately when we get to sone of
them our statisticians tell us that it could skew the
results.

| nmean, if a state voluntarily submts
nore of their facilities, then the geographic
distribution is skewed and they are worried about that
already wth the limted nunber of states we have
participating. | think those are all reasonable ideas
but we do run into howit fits into the nunbers.

It's been ny anecdot al experience
listening to the states, though, that the economc
i npact, anmazingly enough, does not seem to be the
primary reason for not participating | wuld have to
say. It's philosophical in nature, | would say, for
t he nost part.

That's not to say for everyone who is not

partici pating. I'"'m sure for sone states it may be
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economi c. A lot of them it's a philosophical iss
that they don't think that we should go anywhere ne
and not going in yearly to facilities. Then,
course, there are the states that can't participa
because of their |aws.

DR MONSEES: | would have to say that
phil osophical difference is hard to swallow becau
this is a denonstration project. This is a very sm
nunber of facilities. W're not talking abo
necessarily commtnment to doing this in the future.
W are just talking about their participation to s
whether there's any validity to dropping the year
i nspections at good facilities.

| think, as M. Pizzutiello does, th
there's a big financial incentive to states
inspect. Qur state, for exanple, not only charges t
FDA rate but a wunit charge per wunit for sta
i nspection. I think it's financially productive f
them to inspect every unit every year. They nmake f
above what the FDA costs are. | personally think th
is a big issue.

DR LEE Any Lee. You said that
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states responded? Do you know why the other states

didn't respond to your initial inquiry?

DR BARR No, | don't know yet. The
deadl i ne was Septenber 15. It's sent to a specific
person in the state that could be on |eave. Ther e

also is sonme recent indication that states didn't
quite understand and if they have lost the form who
they could get it back from W are hoping that we
can at least cone up to the 50 responses, however that
may be.

DR LEE: If it's sitting on sonebody's
desk, you just mght need to ask again.

DR, BARR Exactly.

DR MONSEES: Did sonebody phone cal
these places to ask their response? Sonetines follow
up surveys are by tel ephone.

DR, BARR As | said, the deadline was
just Septenber 15 so, you know, certainly we wl]l
entertain ways of comng up to our full 50 responses.

I'"'msure we can get there.
DR. MONSEES: Any other comments? | think

we have finished our business. Is that correct? 1'11
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ask Dr. Finder.

I mport ant

your attention.

t hank you.

adj our ned.)

(202) 234-4433

DR FINDER  Yes.

231

DR MONSEES: He's a nman of few but

sel ective words. Thank you very nmuch for

Have a good day.

(Whereupon, at 3:25 p.m
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